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Operation Certification Date

Testing Training 12 Oct. 2020

P
/’
|
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nabd i

wyyaidl.g

AldioJhuial clyalode cyjaill |

Open/close orders 12 Oct. 2020

Gl G\LElg AL e wjaill

Prepare Balloon molds 12 Oct. 2020

WligWllgs alael ble il

Balloon Manufacturing 12 Oct. 2020

gl Exing pde vyl

Hot Air Shrinking 12 Oct. 2020

Gl Ubloaivl e wo Al

Lure Lock Gluing 12 Oct. 2020

GWU Gl Gle il

Label printing 12 Oct. 2020

QlioJlWloglzo declln Hde wiyjaill

Out package/QC Inspection/release 12 Oct. 2020

Al ulgesdl alaclh ode wyjaill

Operation Certification
Date

QA Documentation 20/02/2020 63921 WLl §3lig < LiiLil
Material/Product Training 20/02/2020 | &uinillalgo ulewyai
Laser Welding 23/02/2020 JiU plalll ple Lyjai
Final Inspection 23/02/2020 uanall Gle Lyjad
wilall
Specification Training 24/02/2020 Wlenlgoll Hle Lyjaj
Cut tubing/Proximal Ball Welding 24/02/2020 &adll ple Lyai
Lohllugulloualillg
Tubing Proximal/Distal Preparation | 24/02/2020 | wquil jianill ode (iyjaj
LpoVlg o nll
Cut Wire exit 26/02/2020 210 &b Llewy)ai
aagollellill

Operation Certification
Date
Hot Jaw Welding 26/02/2020 | uslwlilallole il
Retainer preparation 26/02/2020 il pde wy)aill
Balloon Folding 28/02/2020 VW o Ol Lyaill
Inner Packaging 28/02/2020 | «ulsillg @il ole il
Balloon Neck Down 29/02/2020 Gic UAS A Gle wyjaill
ugull
Cut Neck to the length 29/02/2020 i &né ode il
Jlghayl
Balloon Control 29/02/2020 wle ol Gle LAl
ugul
Balloon Final Inspection 29/02/2020 | Lilaluanellode wyaill
ugJul
Assembly Marker bands 29/02/2020 | &ronillwlole Hle Lyl
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Certificate SA21/2123234870

The mansgament sysiem of Exsustive Departmeet of Medical

NABD Medical Industries e

Medical Devices Suetar
2nd Industrial Cty, No 2436, Riyadh, 14332-6965,
Kingdom of Saudi Arabia

s baon assassed and carfed as mestig the equbemenss o

1SO 13485:2016

gl g g RSy
gl alejflcall g Hjgp 31 gled

b piliuas / jlga Gagand i
Medical Device Marketing Authorization

o Isswing Dute: 21/32022 Authorization Number: MOMA-2-2022-0049  sayll by 1RA443 sl a0
EN ISO 13485:2016 1o L T
Last Viersion Date: 21 /23022 10/8/1443 ylaa] 2l apl
For the cliowing actrmes
Design, Manufacture and Distribution of Sterile PTA and PTCA Balloon N bt gl by B 0 s i i sl
Catheters for Cardiclogy and Radiolagy. Dewicess Law bssuseel by oyl Discres b, (M/S4] dlated = BITIA2 iy (54 oy el prpecpaly
sANLaTE,

This ceriificate is valid from 16 April 2021 unti 16 Apil 2024 and .
remains valid subject to salisfactory surveillance audits. This authoreation alsws: MLO00O000420 Ay g i
Recertification audit due a minimum of 60 days before the expiration date. [ |

apkall sl s a5,
Issue 1. Certified since 16 April 2021 y

o market the s ical dvices Bited n Ehe MLached annes® Rkl BN sl il el Bl gy
I the Kingdam of Sauds Arabia gapacall gl tlaal

NAGEMENT
SYSTEMS
55 United Kingom LS.
Flossmore Busness Park Elosmara Port Cheshre CHES EN UK 0005

L4 (01151 3506665 1-+84 1151 3506600 wwm 595,00
HCSGS 1ME52016 0118
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PARENTE NC

NON COMPLIANT

PTCA Balloon Catheter

] PTCA balloon catheter.
] Indicated for lesions and
| balloon compliance to allow

diameter sizing.

N Excellent navigability properties and
pushability, trackability and crossability.

| Inflation and
less risk to cause edge dissection.

] Freedom of motion of guide wire at high pressure
balloon inflation. No risk of guide wire collapse.

dilatation with

el

BALLOON COMPLIANCE CHART

Q

15mm 200mm 225mm 250mm 275mm 3.00mm 325mm 350mm 375mm 4.00mm 450 mm 5.00 mm

1.48 1.98 221 244 2.66 294 321 3.46 3an 3.93 4.40 4.95
1.49 1.99 223 247 2.72 2.98 323 3.49 3.7 .48
-mmmmmm

1.52 2.02 227 2.52 277 3.02 3.28 3.53

1.54 2.04 2.28 2.55 279 3.04 3.31 3.56 3.80 4.09 458 5.09
1.55 2.05 230 2.57 2.81 3.07 3.35 3.58 3.81 41 4.61 513
1.57 2.07 2.31 2.59 2.83 3.09 3.37 3.60 3.83 413 464 5.18
1.59 2.09 233 2.85 n 415 4.66 5.22

mmm--mm-mm
3.16 3.89

1.62 212 291 4.20 47

10

20 RBP.

i

PARENTE NC

PTCA NC BALLOON

NABD MEDICAL INDUSTRIES COMPANY

2436 Second Industrial City, @
Riyadh 14332-6965
Kingdom of Saudi Arabia
www.nabd.sa

SFDA MDNL No.: ML0O000000123SFDAA00006

TECHNICAL SPECIFICATIONS

PTCA Balloon Catheter Rapid Exchange System (RX)
Non compliant balloon dilatation catheter

Balloon material: Polyamide

Balloon transition angles: Tapered shoulders at 42°
Balloon inflation pressures: Nominal 8 ATM/Bar
Rated Burst Pressure (RBP): 20 ATM/Bar

e (atheter tip entry profile: 0.016” (0.406mm)

e (Catheter length: 140 cm

o Catheter shaft diameters: 1.9 FR (proximal) and 2.4 FR (distal)
* Compatible Guidewire: 0.014” (0.357mm)

e Minimal Guiding catheter compatible: 5 FR (0.066mm)

e Kissing ballooon technique: 2 balloons on 6 FR guiding catheter

Nominal Diameter (mm)

0.64 mm (1.9F) Guide Wire 0.81 mm (2.4F) .
D :xv = > -
. f -
23.5cm
| | 140cm g

ORDERING INFORMATION
BALLOON LENGTH

8 mm 10mm 12mm 15 mm 20 mm 25 mm 30 mm

NC-200-8 NC-200-10 NC-200-12 NC-200-15 NC-200-20 NC-200-25

NC-225-8 | NC-225-10 | NC-225-12 | NC-225-15 | NC-225-20 | NC-225-25 W

NC-250-8 NC-250-10 NC-250-12 NC-250-15 NC-250-20 NC-250-25 NC-250-30

NC-275-8 NC-275-10 NC-275-12 NC-275-15 NC-275-20 NC-275-25 NC-275-30

NC-300-8 NC-300-10 NC-300-12 NC-300-15 NC-300-20 NC-300-25 NC-300-30

NC-325-8 NC-325-10 NC-325-12 NC-325-15 NC-325-20 NC-325-25 NC-325-30

NC-350-8 NC-350-10 NC-350-12 NC-350-15 NC-350-20 NC-350-25 NC-350-30

NC-375-8 NC-375-10 NC-375-12 NC-375-15 NC-375-20 NC-375-25 NC-375-30

NC-400-8 NC-400-10 NC-400-12 NC-400-15 NC-400-20 NC-400-25 NC-400-30

NC-500-8 NC-500-10 NC-500-12 NC-500-15 NC-500-20

BALLOON
DIAMETER

-y v = g -

UKAS
MANAGEMENT
SYSTEMS.

Catalogue No.: 22-0040-2 Rev. 00

nabd Aui

PARENTE NC

NON COMPLIANT
PTCA Balloon Catheter




SIDEBRANCH ACCESS (COMPLEX LESION

CENTRAL UNIFORM e

Balloon distal transition angle design: tapered shoulder at 42°.

\

Patented design of inner tube at distal catheter segment. A

/ g PARENTE

Controlled balloon growth even at high inflation pressures.

Highly efficient hydrophilic balloon and distal shaft coating.

" e l

(CTO) ‘TORTUOUS ANATOMIES 5 2 0 PARENTE  FALCON BRAVO

FALCON BRAVO

SEQUENT

SEQUENT

MAVERIK

MAVERIK

* PTCA Balloon Catheter Rapid Exchange System (RX)
e Semi-Compliant Balloon

¢ Balloon material: Polyamide

¢ Balloon transition angles: Tapered shoulders at 42°

» Balloon inflation pressures: Nominal 6 ATM/Bar.
Rated Burst Pressure (RBP): 18 ATM/Bar (16 ATM/Bar > 4.0 mm)

Catheter tip entry profile 0.016” (0.406mm)

Catheter length: 140 cm

Catheter shaft diameters: 1.9 FR (proximal) and 2.4 FR (distal)
Compatibility Guide wire 0.014” (0.356mm)

Minimal Guiding catheter compatible: 5 FR (0.066") (1.65mm)
Kissing balloon technique: 2 balloons on 6 FR guiding catheter

BALLOON BALLOON LENGTH
DIAMETER EERTFNT 12 mm 15 mm 20 mm 25 mm 30 mm 35mm 40 mm

PR-125-10 PR-125-12 PR-125-15 PR-125-20

pr1so-10 | priso-12 [prasots [prasozo 1= |~ [ |

PR-200-10 PR-200-12 PR-200-15 PR-200-20 PR-200-25

PR-225-10 | PR-225-12 | PR-225-15 | PR-225-20 | PR-225-25 | PR-225-30 | PR-225-35 | PR-225-40

PR-250-10 PR-250-12 PR-250-15 PR-250-20 =

PR-275-10 | PR-275-12 | PR-275-15 | PR-275-20 PR27525PR27S35

PR-300-10 PR-300-12 PR-300-15 PR-300-20 PR-300-25 PR-300-30 PR-300-35 PR-300-40

PR-325-10 | PR-325-12 | PR-325-15 | PR-325-20 | PR-325-25 | PR-325-30 | PR-325-35

PR-350-10 PR-350-12 PR-350-15 PR-350-20 PR-350-25 PR-350-30 PR-350-35 P

PR-375-10 | PR-375-12 | PR-375-15 | PR-375-20 | PR-375-25 | PR-375-30 | PR-375-35 | PR-375-40

PR-400-10 PR-400-12 PR-400-15 PR-400-20 PR-400-25 PR-400-30 PR-400-35 PR-400-40
PR-450-12 PR-450-20 | PR-450-25 | PR-450-30 | PR-450-35

CERTIF(,
<M 4z,
5 %

2436 éeoond Industrial City, - & H f,; ‘
‘ UKAS

Riyadh 14332-6965 g
Kingdom of Saudi Arabia

www.nabd.sa s AU D I s MANAGEMENT

SFDA MDNL No.: ML0000000123SFDAAQ00005 MA D E

Catalogue No.: 22-0040-1 Rev. 00

PARENTE
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Excellent navigability properties and
pushability, trackability and crossability.

Ideal for and lesions.
Two small diameters in one single balloon
1.25mm distal @ and 1.50mm proximal @

Deliver and dilatation with
less risk to cause edge dissection.

BALLOON
DIAMETER.
DESIGN MATCHING
WITH CORONARY
ANATOMY.

Freedom of motion of guide wire at high pressure

balloon inflation. No risk of guide wire collapse.
Patented design of inner tube at distal catheter segment.

Avoiding balloon “dog bone” effect and
potential intima’s injuries.
Controlled balloon growth even at high inflation pressures.

Low friction during navigation and crossability.
Highly efficient hydrophilic balloon and distal shaft coating.

Pressure

1.02 1.30 1.53
1.23 1.45 1.61

1.32 158 1.83
135 162  1.84
139 167 187
16 148 180  1.92
18 | 161 1.88 1.94

[0 182 208 197
| 23 |
[ s s s

ey s 8 8 8 8 8 8 8 8 8
18 | 18 18 18 18 18 18 18 16
tg‘ -

SIDEBRANCH ACCESS (COMPLEX LESIONS)

PARENTE  FALCON BRAVO

TAPERED

NAVIGATIVITY

PARENTE  FALCON BRAVO

TAPERED

BALLOON COMPLIANCE CHART

1.84
1.92

200 | 226 | 257 306 | 3.28 | 3.65

2.04
2.09
2.18
223
2.28
231

>25

1.96
2.16

2.34
2.39
2.42
2.47
252
2.70

>25

2.36
2.51

2.62

2.7

275

2.81

2.98

>25

2.48
2.68

2.83

293

2.99

3.10

3.32

>25

2.72
2.99

3.13

3.21

3.26

3.34

3.40

>25

2.84
3.15

3.35
339
3.57

2.85 337 | 370 [JERE

3.82

>25

3.34
3.49

3.72
3.81
3.94

4.21
>23

SEQUENT

SEQUENT

3.38
3.59

3.96
4.01
4.1

4.40
4.50
>23

MAVERIK

MAVERIK

3.66
3.93

4.13
4.15
4.20

4.38
4.62
>23

0 1.25mm 1.50mm 1.75mm 2.00mm 2.25mm 2.50mm 2.75mm 3.00mm 3.25mm 3.50mm 3.75mm 4.00 mm 4.50 mm

4.13
4.36

4.57
4.62
4.68

4.82
>20

8 8

8 |
6
——

PARENTE TAPERED

PTCA BALLOON CATHETER
EE TECHNICAL SPECIFICATIONS

PTCA Balloon Catheter Rapid Exchange System (RX)
Semi-Compliant Balloon
Balloon material: Polyamide

Parente balloon diameters: Proximal segment wider than distal segment
(see PARENTE TAPERED Product references chart)

Balloon transition angles: tapered shoulders at 42°

Balloon inflation pressures: Nominal 8 ATM/Bar.
Rated Burst Pressure (RBP): 18 ATM (16 ATM/Bar for balloons > 4.00 mm)

Catheter tip entry profile 0.016” (0.406mm) f - |
Catheter length: 140 cm o J
Catheter shaft diameters: 1.9 FR (proximal and 2.4 FR distal r f

Compatible Guide wire 0.014” (0.356mm)
Minimal Guiding catheter compatible: 5 FR (0.066”)
Kissing balloon technique: 2 Parente Tarered balloons on 6FR Guiding Catheter

PARENTE | L/

TAPERED 4

SEMI COMPLIANT PTCA BALLOON CATHETER

)

0.64 mm (1.9F) Guide Wire 0.81 mm (2.4F) Noml‘nal Diameter (mm)
s J v
\ 5 L 2 _ {
‘AV | = ‘l
] 4

I !
Length (mm)

- 23.5cm >
140 cm - o
ORDERING INFORMATION e }
= y
() 7
(=’ J
BALLOON LENGTH s
25 mm 30 mm o'
I =4
PT-200/150%25
*
PT-225/175x25  PT-225/175x30  PT-225/175x35  PT-225/175%40 g 4 r
. 2.50/200mm PT-250/200x25  PT-250/200x30  PT-250/200x35  PT-250/200x40 i /
| 250/225mm | PT-250/225x15 | PT-250/225x20 | =z
- 275/225mm PT-275/225x25  PT-275/225x30  PT-275/225x35  PT-275/225x40 ()] /
| PT275/25015 | PT27S2SOx20 3
= PT-300/250x25  PT-300/250x30  PT-300/250x35  PT-300/250x40 g’ ; / p
PT-325/275%25  PT-325/275x30  PT-325/275x35  PT-325/275x40 fy ’ ¢ //
[ PT325530015 | PT325/300x20 © //
PT-350/300x25  PT-350/300x30  PT-350/300x35  PT-350/300x40 O ‘ %
.~ 4.00/350mm PT-400/350x25  PT-400/350x30 PT-400/350x35  PT-400/350x40 \ /
. 400/375mm [ PT-400/375x15 || PT-400/375x20 | -
. 4.50/4.00mm PT-450/400x25 ~ PT-450/400x30  PT-450/400x35  PT-450/400x40 /) Ii
For selection of one PARENTE TAPERED Balloon is recommended to choose by the proximal size of balloon of each product code. /

Riyadh 14332-6965

Kingdom of Saudi Arabia

www.nabd.sa

SFDA MDNL No.: MLO0O00000123SFDAAQ0007

NABD MEDICAL INDUSTRIES COMPANY
2436 Second Industrial City,

SAUDI
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