CP Stent®

The CP Stent® is composed of 0.013“ Platinum/Iridium wire that is arranged in a “zig” pattern,
laser welded at each joint and over brazed with 24K Gold. It allows expansion from 12.0 mm
to 30.0 mm. The Covered CP Stent™ is comprised of the Bare CP Stent that is covered with an

expandable sleeve of ePTFE.

| Benefits

Benefits

High quality
The CP Stent® is made of a 0.013“ thick
Platinum/Iridium wire arranged in a

Bare & Covered
The CP Stent® is available in a bare
version or covered with an expandable

zig-zag pattern. Every point of inter-

sheath of ePTFE.

section is laser welded and brazed with

24K Gold.

High expansion range
It has an expansion range of

Adjustable fit

Thanks to its considerable capacity
for expansion, the stent just needs
to be re-dilated to accommodate the

Mvady 12.0 - 24.0 mm for the 8zig and child’s natural growth. Therefore no
26.0 - 30.0 mm for the 10zig. extra stent needs to be implanted.
CP Stent® bare CP Stent™ covered
CP Stent® bare CP Stent™ covered
C€ classIi
Wire 0.013” Platinum/iridium
Connection/Welding 24K Gold
Stent length (cm) 8zig: 1.6 - 6.0 | 10zig: 3.9 - 6.0
Indication » Stenosis of the aorta resulting in significant » Stenosis of the aorta resulting in significant
Indicated for anatomic narrowing as determined by anatomic narrowing as determined by

implantation in the native
and/or recurrent coarctation
of the

aorta on patients with

the following clinical
conditions:

References

Ordering information

angiography or non- invasive imaging, i.e.
echocardiography, magnetic resonance imaging
(MRI), CT Scan

» Stenosis of the aorta resulting in hemodynamic
alterations, resulting in systolic pressure
gradient, systemic hypertension or altered left
ventricular function

» Stenosis of the aorta where balloon angioplasty
is ineffective or contraindicated

» Stenosis diameter >20% of the adjacent vessel
diameter
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angiography or non- invasive imaging, i.e.
echocardiography, magnetic resonance imaging
(MRI), CT Scan

» Stenosis of the aorta resulting in hemodynamic
alterations, resulting in systolic pressure gradient,
systemic hypertension or altered left ventricular
function

» Stenosis of the aorta where balloon angioplasty is
ineffective or contraindicated

» Stenosis diameter <20% of the adjacent vessel
diameter

» Stenosis that would present increased risk of
vascular damage or disruption

» Aneurysm associated with coarctation of the aorta

Indicated for treatment of right ventricle to pulmo-
nary artery (Right Ventricular Outflow Tract) con-
duit disruptions that are identified during conduit
predilatation procedures performed in preparation
for transcatheter pulmonary valve replacement.



CP Stent®

The Mounted Bare and Mounted Covered CP Stent™ consists of a bare/covered CP Stent®
premounted on a BIB® Catheter. This system allows the physician the flexibility of using the
pre-mounted complete system and will save the time required to mount the stent on the

catheter.

Mounted Bare & Mounted Covered CP Stent™

High quality
The CP Stent® is made of a 0.013“ thick

Bare & Covered
The CP Stent® is available in a bare

f ,H- \| \l Platinum/Iridium wire mesh arranged version or covered with an expandable

,_f; J ‘] in a zig-zag pattern. Every point of sheath of ePTFE.

'7 { \J intersection is laser welded and brazed

W L) with 24K Gold. Adjustable fit

I L Lli Thanks to its considerable capacity for

WUy (VAN High expansion range expansion, the stent just needs to be
It has an expansion range of redilated to accommodate the child’s
12.0 - 24.0 mm for the 8zig and natural growth. Therefore no extra
26.0 - 30.0 mm for the 10zig. stent needs to be implanted.

Lol e Srzlome] Premounting saves time and reduces
CP Stent™ CP Stent™ . .
risk of dislodgement.
Technical Data
Mounted Bare CP Stent™ Mounted Covered CP Stent™ (CMCP)
C€ Class11
Wire 0.013” Platinum/Iridium
Connection/Welding 24K Gold
Stent length (cm) 8zig: 1.6 - 6.0 | 10zig: 3.9 - 6.0
Indication » Stenosis of the aorta resulting in significant » Stenosis of the aorta resulting in significant
Indicated for anatomic narrowing as determined by anatomic narrowing as determined by

implantation in the native
and/or recurrent coarctation
of the aorta

on patients with the follo-
wing:

angiography or non- invasive imaging, i.e.
echocardiography, magnetic resonance imaging
(MRI), CT Scan

» Stenosis of the aorta resulting in hemodynamic
alterations, resulting in systolic pressure
gradient, systemic hypertension or altered left
ventricular function

» Stenosis of the aorta where balloon angioplasty
is ineffective or contraindicated

» Stenosis diameter >20% of the adjacent vessel
diameter
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angiography or non- invasive imaging, i.e.
echocardiography, magnetic resonance imaging
(MRI), CT Scan

» Stenosis of the aorta resulting in hemodynamic
alterations, resulting in systolic pressure
gradient, systemic hypertension or altered left
ventricular function

» Stenosis of the aorta where balloon angioplasty
is ineffective or contraindicated

» Stenosis diameter <20% of the adjacent vessel
diameter

» Stenosis that would present increased risk of
vascular damage or disruption

» Aneurysm associated with coarctation of the
aorta

Indicated for treatment of right ventricle to pulmo-
nary artery (Right Ventricular Outflow Tract) con-
duit disruptions that are identified during conduit
predilatation procedures performed in preparation
for transcatheter pulmonary valve replacement.



CP Stent®

The NuDEL™ is an all-in-one stent delivery system which is designed for the efficient and
effective treatment of coarctation of the Aorta and Right Ventricular Outflow Tract. It includes
the proven technologies of the Covered CP Stent™, mounted on a Balloon-In-Balloon catheter
(BIB®), which is then covered by a sheath.

| Benefits

Benefits

Technical Data

Pre-loaded system

All components are already pre-loa-
ded. This saves time and allows quick
actions in emergency situations.

High quality

The CP Stent® is made of a 0.013“ thick
Platinum/Iridium wire arranged in a
zig-zag pattern. Every point of inter-
section is laser welded and brazed with

All-in-one Aortic stent system 24K Gold.
The NuDEL includes a BIB® balloon
catheter and a Covered CP Stent™, Adjustable fit

which is then covered by a sheath. Thanks to its considerable capacity for
expansion, the stent just needs to be
re-dilated to accommodate the child’s
natural growth. Therefore no extra

stent needs to be implanted.

NuDEL™

q3

Wire
Connection/Welding
Stent length (cm)

Catheter Body
Balloon

Image Band
Balloon Diameter (mm)

Balloon length (cm)

Outer Balloon Rated
Burst Pressure (ATM)

Indication

Indicated for

implantation in the

native and/or recurrent
coarctation of the aorta on
patients with the following
clinical conditions:

Ordering information

Class III

0.013” Platinum/iridium
24K Gold
1.6 -4.5

Polymeric, DEHP-free, Latex-free

Thermoplastic Elastomer (Non-compliant - The balloon will not exceed+/- 10% of the
given balloon size at Rated Burst Pressure), DEHP-free, Latex-free

Platinum Iridium
12.0 - 24.0

2.5-5.0
3-7

» Stenosis of the aorta resulting in significant anatomic narrowing as determined by angiography or
non- invasive imaging, i.e. echocardiography, magnetic resonance imaging (MRI), CT Scan

» Stenosis of the aorta resulting in hemodynamic alterations, resulting in systolic pressure gradient,
systemic hypertension or altered left ventricular function

» Stenosis of the aorta where balloon angioplasty is ineffective or contraindicated

» Stenosis diameter <20% of the adjacent vessel diameter

» Stenosis that would present increased risk of vascular damage or disruption

» Aneurysm associated with coarctation of the aorta

Indicated for treatment of right ventricle to pulmonary artery (Right Ventricular Outflow Tract) conduit
disruptions that are identified during conduit pre-dilatation procedures performed in preparation for
transcatheter pulmonary valve replacement.
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CP Stent®

Ordering Information

Bare CP Stent® and Covered CP Stent™

REF
Bare CP Stent®
CP8Z16
CP8Z22
CP8728
CP8Z34
CP8Z39
CP8Z45
CP8Z50
CP8Z55
CP8Z60
CP10Z39
CP10Z45
CP10Z50
CP10Z55
CP10Z60

REF

Covered CP Stent™

CVRDCP8Z16
CVRDCP8722
CVRDCP8728
CVRDCP8Z34
CVRDCP8Z39
CVRDCP8Z45
CVRDCPS8Z50
CVRDCPS8Z55
CVRDCP8Z60
CVRDCP10Z39
CVRDCP10Z45
CVRDCP10Z50
CVRDCP10Z55
CVRDCP10Z60

Stent Length
(cm)
1.6
2.2
2.8
3.4
3.9
4.5
5.0
5.5
6.0
BLY
4.5
5.0
5.5
6.0

Configuration
(Number of Zigs)
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* NEW SIZES
Platinum Wire
(Inches)

0.013
0.013
0.013
0.013
0.013
0.013
0.013
0.013
0.013
0.013
0.013
0.013
0.013
0.013



medical

Quality and Experience

CP Stent® Foreshortening Chart

S Inflated Stent length (cm)
. Balloon
Conﬁguratlon . 1.6 2.2 2.8 34 3.9 4.5 5.0 5.5 6.0
(Number of Zigs) Diameter
(mm) Stent Length after expansion (Percentage Shortening)

12 1.61 (2.5%) 2.18 (0.8%) 2.62 (4.4%) 3.23 3.1%) 3.72 (1.9%) 4.17 (3.8%) 4.71 (6.2%) 5.25 (5.0%) 5.84 (1.5%)
14 1.54 (6.5%) 2.08 (5.4%) 2.56 (5.5%) 3.15 (5.4%) 3.66 (3.6%) 3.97 (s.4%) 4.58 (3.7%) 5.11 (7.6%) 5.67 (7.3%)
15 1.51 (3.5%) 2.02 7.9%) 2.51 (s.6%) 3.10 (7.0%) 3.54 (6.6%) 3.94 (9.2%) 4.50 103%)  4.98 (0.0%)  5.55 (9.2%)
16 1.48 w0.6%) 1.98 0.1%)  2.45 (10.7%) 3.00 (9.8%) 3.48 (3.2%) 3.84 11.4%)  4.42 11.9%) 4.91 (11.2%) 5.43 (q1.2%)

8
18 1.43 (13.7%) 1.89 (4.0%)  2.38 (13.3%) 2.88 (35%)  3.20 (15.6%) 3.71 (14.5%) 4.21 (16.1%) 4.70 (15.1%) 5.20 (14.9%)
20 1.32 20.0%) 1.80 @79%)  2.30 @63%)  2.63 20.9%)  2.96 (21.9%)  3.27 (24.7%) 3.96 ¢cr.o%)  4.43 20.0%)  4.92 (19.5%)
22 1.23 (25.4%) 1.67 (23.9%) 2.09 24.0%)  2.46 26.0%)  2.85 (25.0%)  3.15 (27.3%) 3.71 26.0%)  4.09 26.1%)  4.55 (25.5%)
24 1.05@6.4%)  1.46 (33.8%)  1.91(30.3%) 2.07 Gr.9%)  2.27 (40.1%) 2.83Gao%)  3.33 (33.5%) 3.72 32.8%)  4.14 32.3%)
26 - - - - 3.17 a8.3%) 3.44 221%)  4.10 73%)  4.24 233%)  4.85 (20.2%)

10 28 - - - - 2.96 (237%)  3.24 (26.8%)  3.71 (25.1%) 4.00 7.6%)  4.39 (27.9%)
30 - - - - 2.58 @5%) 3.09 o2%)  3.26 43%)  3.64 za2%)  4.11 (32.6%)

NuMED recommends using the BIB® Stent Placement Catheter

Required Introducer Size

BIB’ delivery catheter balloon Required introducer with Required introducer with
diameter and introducer size Bare CP Stent™ Covered CP Stent™
12 mm (SFR) 10FR 12FR

14 mm (8FR) 10FR 12FR

15 mm (9FR) 11FR 12FR

16 mm (9FR) 11FR 12FR

18 mm (10FR) 11FR 14FR

20 mm (10FR) 12FR 14FR

22 mm (11FR) 12FR 14FR

24 mm (11FR) 12FR 14FR

26 mm (16FR) 16FR 16FR

28 mm (16FR) 16FR 18FR

30 mm (16FR) 16FR 18FR

CP Stent® Balloon Sizing Chart

8 Z1G 10 ZIG
AT™ 2mmg 14mmg 1I5mmg 16 mm & 18 mm & 20 mm <& 22 mm J 24 mm & 26 mm & 28 mm <& 30mmg
% 1.0 [2.75 3.22 3.49 3.75 3.94 4.02 4.20 4.28 10.25 10.94 11.96
E 2.0 |2.85 3.32 3.59 3.85 4.36 4.13 4.33 4.50 10.77 11.39 12.42
: 3.0 |5.85 6.91 6.89 7.79 8.54 9.20 10.16 10.57 11.27 11.87 12.89
% 4.0 |6.12 7.00 7.02 7.95 8.71 9.63 10.40 11.08 12.05 12.97 13.81
4.5 |- 3 = = = = 10.84 11.94 = = =
5.0 |[6.20 7.08 7.10 8.04 8.91 10.00 - - - - -
e 8 ZIG 10 ZIG
12mmg 14mmg 15mmg 16 mm & 18 mm & 20 mm & 22 mm & 24 mm & 26 mm & 28 mm <& 30mm g
0.5 22.85 24.84
'z 1.0 |10.73 13.08 13.45 14.87 16.85 17.91 20.52 22.79 21.62 23.87 25.80
§ 1.5 24.87 26.81
E 2.0 [10.86 13.27 14.16 15.10 17.06 18.38 21.46 23.95 23.34 27.44 29.94
E 3.0 |11.15 13.50 14.55 15.68 17.64 19.42 21.98 24.68 25.44
C 4.0 |11.33 13.68 14.88 15.93 18.06 20.07
5.0 |11.62 13.87 15.06 16.19
6.0 |11.80 13.98
7.0 | 12.04

Represents the stent ID @ Rated Burst Pressure.



Ordering Information

CP Stent®

Mounted Bare CP Stent™ (MCP) and Covered Mounted CP Stent™ (CMCP)

REF
Mmcp

MCP001
MCP002
MCP003
MCP004
MCP005
MCP006
MCPO007
MCP038
MCP008
MCP009
MCP010
MCPO11
MCPO035
MCP012
MCPO013
MCP014
MCPO015
MCPO016
MCPO036
MCP017
MCP018
MCP019
MCP020
MCP021
MCP022
MCP023
MCP024
MCP025
MCP026
MCP027
MCP028
MCP037
MCPO029
MCP030
MCPO031
MCP032
MCP033
MCP034

REF
CMCP

CMCP001
CMCP002
CMCP003
CMCP004
CMCP005
CMCP006
CMCP007
CMCPO038
CMCP008
CMCP009
CMCP010
CMCPO11
CMCPO035
CMCP012
CMCPO013
CMCP014
CMCPO015
CMCPo016
CMCPO036
CMCPO017
CMCP018
CMCP019
CMCP020
CMCP021
CMCP022
CMCP023
CMCP024
CMCP025
CMCPO026
CMCP027
CMCP028
CMCP037
CMCPO029
CMCP030
CMCPO31
CMCP032
CMCP033
CMCP034

Stent

Length

(cm)

1.6
1.6
1.6
2.2
2.2
2.2
2.2
2.8
2.8
2.8
2.8
2.8
3.4
3.4
3.4
3.4
3.4
3.4
3.9
3.9
3.9
3.9
3.9
3.9
3.9
4.5
4.5
4.5
4.5
4.5
4.5
4.5
4.5
4.5
4.5
4.5
4.5
4.5

Outer
Balloon
Diameter
(mm)
12.0
14.0
16.0
12.0
14.0
16.0
18.0
12.0
14.0
16.0
18.0
20.0
12.0
14.0
16.0
18.0
20.0
22.0
12.0
14.0
16.0
18.0
20.0
22.0
24.0
14.0
16.0
18.0
20.0
22.0
24.0
12.0
14.0
16.0
18.0
20.0
22.0
24.0

Outer
Balloon
Length
(cm)
2.5
2.5
2.5
2.5
2.5
2.5
2.5
3.0
3.0
3.0
3.0
3.0
3.5
3.5
3.5
3.5
3.5
3.5
4.0
4.0
4.0
4.0
4.0
4.0
4.0
4.5
4.5
4.5
4.5
4.5
4.5
5.0
5.0
5.0
5.0
5.0
5.0
5.0

Introducer Usable
Length
(cm)

Size (FR)
MCP CMCP
10 12
10 12
11 12
10 12
10 12
11 12
11 14
10 12
10 12
11 12
11 14
12 14
10 12
10 12
11 12
1 14
12 14
12 14
10 12
10 12
11 12
11 14
12 14
12 14
12 14
10 12
11 12
11 14
12 14
12 14
12 14
10 12
10 12
11 12
1 14
12 14
12 14
12 14

110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110

Number
of
Zigs

@ X® o 0 O O O O O O O O 0O O O W 0 O ® W W W G W W W W W W W G W W o o W & ®

Guide
Wire
(Inches)

0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035

Rated
Burst
(ATM)
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Ordering Information

CP Stent®

Mounted Bare CP Stent™ (MCP) and Covered Mounted CP Stent™ (CMCP)
Introducer Usable

REF
MCP

MCPO059
MCP060
MCPO061
MCP062
MCP063
MCP064
MCPO065
MCP066
MCPO067
MCP068
MCP069
MCP070
MCPO071
MCP072
MCP073
MCP074
MCPO075
MCP076
MCP077
MCP078
MCP079
MCP040
MCP041
MCP042
MCP044
MCP045
MCP046
MCP048
MCP049
MCP050
MCP052
MCPO053
MCPO054
MCP056
MCPO057
MCPO058

REF
CMCP

CMCPO059
CMCP060
CMCPO061
CMCP062
CMCP063
CMCP064
CMCPO065
CMCP066
CMCP067
CMCP068
CMCP069
CMCP070
CMCPo071
CMCPO072
CMCP073
CMCP074
CMCP075
CMCP076
CMCP077
CMCP078
CMCP079
CMCP040
CMCP041
CMCP042
CMCP044
CMCP045
CMCP046
CMCP048
CMCP049
CMCP050
CMCP052
CMCPO053
CMCPO054
CMCP056
CMCPO057
CMCPO058

Stent

Length

(cm)

5.0
5.0
5.0
5.0
5.0
5.0
5.0
HE
5.5
b
5.5
D>
5.5
5.5
6.0
6.0
6.0
6.0
6.0
6.0
6.0
3.9
3.9
B350
4.5
4.5
4.5
5.0
5.0
5.0
5.5
5.5
5.5
6.0
6.0
6.0

Outer
Balloon
Diameter
(mm)
12.0
14.0
16.0
18.0
20.0
22.0
24.0
12.0
14.0
16.0
18.0
20.0
22.0
24.0
12.0
14.0
16.0
18.0
20.0
22.0
24.0
26.0
28.0
30.0
26.0
28.0
30.0
26.0
28.0
30.0
26.0
28.0
30.0
26.0
28.0
30.0

Outer
Balloon
Length
(cm)
5.5
5.5
5.5
5.5
5.5
5.5
5.5
6.0
6.0
6.0
6.0
6.0
6.0
6.0
6.0
6.0
6.0
6.0
6.0
5.0
6.0
4.0
4.0
4.0
5.0
5.0
5.0
5.5
5.5
5.5
6.0
6.0
6.0
6.0
6.0
6.0

Size (FR)
MCP CMCP
10 12
10 12
1 12
11 14
12 14
12 14
12 14
10 12
10 12
11 12
11 14
12 14
12 14
12 14
10 12
10 12
11 12
11 14
12 14
12 14
12 14
16 16
16 18
16 18
16 16
16 18
16 18
16 16
16 18
16 18
16 16
16 18
16 18
16 16
16 18
16 18

Length
(cm)

110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110
110

Number
of

O GO O O O GO G O W W W W W w W W W o o ® E.
e
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Guide

Wire
(Inches)

0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035
0.035

* NEW SIZES

Rated
Burst
(ATM)
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CP Stent®

Ordering Information
NuDEL™
REF Stent Length Outer Balloon Outer Balloon Introducer Usable Number  Guide Rated
(cm) Diameter Length (cm)  Size Length of Wire Burst
(mm) (FR) (cm) Zigs (Inches) (ATM)
DEL001 1.6 12 2.5 12 100 8 0.035 7
DEL002 1.6 14 2.5 12 100 8 0.035 6
DEL003 1.6 16 2.5 12 100 8 0.035 5
DEL004 2.2 12 2.5 12 100 8 0.035 7
DELO005 2.2 14 2.5 12 100 8 0.035 6
DEL006 2.2 16 2.5 12 100 8 0.035 5
DEL007 2.2 18 2.5 14 100 8 0.035 4
DEL008 2.8 14 3.0 12 100 8 0.035 6
DEL009 2.8 16 3.0 12 100 8 0.035 5
DEL010 2.8 18 3.0 14 100 8 0.035 4
DEL011 2.8 20 3.0 14 100 8 0.035 4
DEL012 3.4 14 3.5 12 100 8 0.035 6
DEL013 3.4 16 3.5 12 100 8 0.035 5
DEL014 3.4 18 3.5 14 100 8 0.035 4
DEL015 3.4 20 3.5 14 100 8 0.035 4
DEL016 3.4 22 3.5 14 100 8 0.035 3
DEL017 3.9 14 4.0 12 100 8 0.035 6
DEL018 3.9 16 4.0 12 100 8 0.035 5
DEL019 3.9 18 4.0 14 100 8 0.035 4
DEL020 3.9 20 4.0 14 100 8 0.035 4
DEL021 3.9 22 4.0 14 100 8 0.035 3
DEL022 3.9 24 4.0 14 100 8 0.035 3
DEL023 4.5 14 5.0 12 100 8 0.035 6
DEL024 4.5 16 5.0 12 100 8 0.035 5
DEL025 4.5 18 5.0 14 100 8 0.035 4
DEL026 4.5 20 5.0 14 100 8 0.035 4
DEL027 4.5 22 5.0 14 100 8 0.035 3
DEL028 4.5 24 5.0 14 100 8 0.035 3
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