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In The Name Of Allah The Most Gracious The Most Merciful
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Executive Summary:

This is an infroduction to NABD
medical industries, which is
one of the first Saudi licensed
companies specialized in the
production of cardiovascular
medical devices used in
angioplasty.

AL

It is one of the companies that
contribute to the Kingdomys
vision to improve quality of
human life, this is possible
through the provision of
medical supplies that help in
treating heart aftacks and
vascular occlusion cases.
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Introduction

The industry of medical devices is known for its profitability in comparison to other industries.
However, it is also considered one of the heavily regulated industries that requires more time to for
production and approval by the different regulatory authorities both locally and internationally.
The food and drug authorities usually categorize medical devices according to their level of risk on
patients and the following is the standard followed by SFDA as they use the following classification

that acknowledges the direct impact on the health of the individual:

‘ Non-sterile '
' A/ Sterile i '
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v . Measuring instruments
\ 4
: Reusable Surgical instruments
\ 4
\ 4
v \ 4
v v N— : ; : . .
v v v v v Many studies indicate that infroducing a new medical device to the market takes 3 to 7 years of preparation
' " ' v v on average. The market value of the emerging factory increases according to the number and quality
Low Low = Low = Low Mﬁ%ﬁm High of licenses obtained, as some studies indicate that the market value of the factory increases by 30 million
dollars when it obtains marketing permission from the US Food and Drug Administration.
It is noticeable that the large medical companies try acquiring the emerging factories for higher prices,
despite being able due to their logistical and financial ability to establish their own factories. .

Risk Class SFDA Medical Device Classification 4
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Steps of implementation
The following timeline outlines the implementation of the project since inception in 2018 till fimal products

registration.

December January January } February
P Establishment of Recruiting Preparing legal Contracting with
the Nabfi Company staff and framework to Conic Vascular
for Me?llcal management contracting with
Industries, know-how
Acquiring the
. partner

commercial

registration

Summery

Execution time Execution time Execution time Execution time
2 weeks 1 weeks 6 weeks 1 weeks
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2020 2020

July August
Contracted With The first
SGS Company To inspection
Obtain Thell..so visit to the
13485 Certificate factory was
made by the
ISO team

!

Execution time Execution time

6 months

2020

October

A second
inspection visit
was made to the
factory by the
ISO team

2020

December
Conic Vascular's
team arrives for
the third phase
of training

October }
Conic Vascular

team arrives for
the second
phase of training

! !

Execution time Execution time Execution time
2 Weeks 3 Days 2 Weeks
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2020 2021

2021

December January } March } April

The third The trial production of the The fourth and Issuance of a Factory
inspection visit was factory, testing of sterilization final inspection factory license commercial start
made to the

processes and the issuance of

visit to the from the Food
:Zztn?'ry by the 1SO purchase orders to suppliers manufacture by and medicine
of raw materials began in ISO team authority
preparation for commercial (Certificate
production. obtained)

I ! !

Execution time Execution time Execution time
5 days 3 months 5 days

Execution time Execution time
2 weeks Till now
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Employees:

A group of outstanding people work at the factory.
The organizational structure consists of

Skills Training
Operation Certification Date

QA Documentation 20/02/2020 Hot Jaw Welding 26/02/2020

Oraanizational Chart - — Retainer preparation 26/02/2020

g Material/Product Training 20/02/2020 Balloon Folding 8/02/2020

Laser Welding 23/02/2020 Inner Packaging 28/02/2020

Final Inspection 53/02/2020 Balloon Neck Down 29/02/2020

+ + + + + — — Cut Neck to the length 29/02/2020
Specification Training 24/02/2020

. : , Balloon Control 29/02/2020

! ! ! w ’ Cut tubing/Proximal Ball Welding 24/02/2020 . .

Executive The Technical Quality logistics Store Biology , , , , Balloon Final Inspection 29/02/2020
Tubing Proximal/Distal Preparation 24/02/2020

management Department Management Management Management Laboratory Cut Wire oxit 26/02/2020 Assembly Marker bands 29/02/2020

And

Management

Manufacturing
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© The factory management team has been trained on the following skills

Operation

Certification Date
Testing Training 12 Oct. 2020
| Open/close orders 12 Oct. 2020 f ‘
Prepare Balloon molds 12 Oct. 2020 ) I\:;‘:::;;g | :‘)’::‘:::y
Balloon Manufacturing 12 Oct. 2020 . ,
Hot Air Shrinking 12 Oct. 2020
Lure Lock Gluing 12 Oct. 2020 ‘ Quality Checking S K I I_I_ N
Label printing 12 Oct. 2020 Documentation Quality E?]L:’;;‘i‘:‘ct“:’:d
Out package/QC Inspection/release 12 Oct. 2020 Of The Final i
—— ) .
Product Of The Gas

Technical File ] Sterilization
Protocol
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Medical device manufacturing facilities must meet technical requirements before the
products launch to the market.

These requirements vary according to the degree of risk affiliated with the medical
devic e to be manufactured. The higher the risk the higher the requirements and
usually are divided to two main parts:

The first part:
It relates to preparing the medical manufacturing facility to conform with the ISO
13485 international standards for medical manufacturing.

The second part:

Verifying quality of the final product through laboratory and physical testing.

These requirements are documented in a unified technical file that includes all the
requirements of good manufacturing (GMP)

NABD carried out all the works necessary to obtain certificates from the concerned
authorities as follows:
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The facility licenses:
To obtain a medical facility capable of manufacturing, the following requirements must be met:

A. Class 7 sterile production room:

The production of high-risk medical supplies and devices requires the provision of a seventh-class clean room,
which is characterized by its ability to filter particles with a size of 0.3 microns up to %99.? according to ISO
Standard No. -14644j.

The level of sterilization is detected and verified from an internationally accredited neutral body to assure air
quality periodically.

B. Storage and support areas

The plant facilities are designed and implemented according to the requirements set forth in ISO 13485 and -14644
1 systems.

These requirements demand certain specifications in the quality of walls and floors and the way they are divided
so that they are compatible with the manufacturing process.

A dedicated areas are allocated for sorting, isolating, or clearing the materials entering the factory. It also must be
equipped with sensors to measure temperature and humidity and record them daily and follow a strict with pest
control policy.

C. quality system:
The quality system is the measure by which the quality of the final product is verified to be free from defects
and significant discrepancies through strict adherence to measurable standards to achieve homogeneity and

uniformity in the product to satisfy the customers

a
o 20
A—

a
20 o
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A-Industrial Establishment Licensing: B- Factory Operating License
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Medical device
marketing
authorization

c- Marketing of high-risk medical products ;%Morch 2022“’2(1 \
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5 . Madical Devices Sactr ‘E'“: Sll cilejflually dga il glid
NABD Medical Industries
2nd Industrial City, No 2438, Riyadh, 14332-6965,
Kingdom of Saudi Arzbia b pillans / jlga Sagmd o5
135 been assassed and certfiad as masdng te sequisements of 5 Medical Device Marketing Authorization
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ISO 13485:2016 "% oGS
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PARENTE NC

TECHNICAL SPECIFICATIONS NON COMPLIANT

PTCA Balloon Catheter Rapid Exchange System (RX)

PTCA Balloon Catheter

Non compliant balloon dilatation catheter ﬂabd@y
Balloon material: Polyamide
Balloon transition angles: Tapered shoulders at 42° 7 f
Balloon inflation pressures: Nominal 8 ATM/Bar /1/
y
Rated Burst Pressure (RBP): 20 ATM/Bar y *\ I PTCA balloon catheter. BALLIOON COMPLIANGE CHART
* Catheter tip entry profile: 0.016" (0.406mm) N 15mm  200mm  225mm 250mm 275mm 300mm 325mm 350mm 375mm  400mm 450mm 500 mm
- (eiieioT Iengthzl140 - . : - < s s 198 22 244 266 294 321 346 3m 393 440 495
» Catheter shaft diameters: 1.9 FR (proximal) and 2.4 FR (distal) (e Indicated for lesions and B e e 2 241 2m 2% am a4 a7 3% 4ds
» Compatble Gdewre: 0.014" 0.357mim) nmmm-mm-m-m
* Minimal Guiding catheter compatible: 5 FR (0.066mm) PA R E N I E N ‘ B - 2.02 227
e Kissing ballooon technique: 2 balloons on 6 FR guiding catheter / | 2 2.04 2.28 2.55 279 3.04 331 3.56 3.80 4,09 458 500
NON COMPLIANT B s 2.05 2.30 257 281 3,07 3.35 358 381 411 461 513
PICAIBHIGoNICa e P 157 207 23 250 283 300 337 360 38 413 464 518
0.64 mm (1.9F) AT 0.81 mm (2.4F) Hominatbismes O 15 233 261 285 311 415 522
4 7 - | 20RBP_| mmmm-z 88 mm--m-ws m
D—he T : P — balloon compliance to allow 2 I D —
- i : diameter sizing. ““““-“““““-““
23.5cm
A 140 cm
ORDERING INFORMATION [ Excellent navigability properties and
BALLOON BALLOON LENGTH pushability, trackability and crossability.
DIAMETER 8 mm 10mm 12mm 15 mm 20 mm 25 mm 30 mm
Cieoa Lo e Lo Liotoa I -1
NC-2008  NC-200-10  NC-200-12  NC-200-15  NC-200-20  NC-200-25
M
NC-250-8  NC-250-10  NC-250-12  NC-250-15  NC-250-20  NC-250-25  NC-250-30 = . . . .
3 s Inflation and dilatation with
NC-300-8  NC-300-10  NC-300-2  NC-300-15  NC-300-20  NC-30025  NC-300-30 o ) . .
S less risk to cause edge dissection.
NC-350-8  NC-350-10  NC-350-12  NC-350-15  NC-350-20  NC-350-25  NC-350-30 S
S
NC-400-8  NC-400-10  NC-400-12  NC-400-15  NC-400-20  NC-400-25  NC-400-30 3
T e 2 2 s s 2 mmsm  Freedom of motion of guide wire at high pressure
- .- g — - 3 - - - - -
2 balloon inflation. No risk of guide wire collapse.
®
(8]
p 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.: ML0O000000123SFDAAQ0006

v

UKAS
MANAGEMENT
SYSTEMS.




¢ PTCA Balloon Catheter Rapid Exchange System (RX)
¢ 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) 70
Minimal Guiding catheter compatible: 5 FR (0.066”) (1.65mm) 4 R /
Kissing balloon technique: 2 balloons on 6 FR guiding catheter

SIDEBRANCH ACCESS (COMPLEX LESION:

PARENTE ol
REGULAR |

BALLOON BALLOON LENGTH /
f
DIAMETER 10 mm 12 mm 15 mm 20 mm 25mm 30 mm 35mm 40 mm { " CENTRAL

0 PR-125-12 PR-125-15 PR-125-20

pr1s0-10 | priso-ta | prasots [prsozo 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 =

75-10 | PR-275-12 | PR-275-15 | PR-275-20 | PR-275-25 | PR-275-30 | PR-275-35 | PR-275-40

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

PR-325-12 | PR-325-15 | PR-325-20 | PR-325-25 | PR-325-30 | PR-325-35 | PR-325-40

PR-350-10 PR-350-12 PR-350-15 PR-350-20 PR-350-25 PR-350-30 PR-350-35 PR-350-40

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

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 | PR-450-40

TORTUOUS

PARENTE FALCONBRAVO  SEQUENT MAVERIK

ANATOMIES

UNIFORM P

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

\

Patented design of inner tube at distal catheter segment. A

TYVE/ =
Controlled balloon growth even at high inflation pressures.

[ /l /k et i

-~ & Highly efficient hydrophilic balloon and distal shaft coating. L

PARENTE  FALCONBRAVO  SEQUENT MAVERIK

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

= . tal

317 | 347 371 392 438
327 | 354 | 3.74 4.04 | 450

g 2 g z ! ! : Y 334 366  3.76 a1a | ael
ST 340 371 378 422 469

2436 Seoond Industrial
Riyadh 14332-6965
Kingdom of Saudi Arabia
www.nabd.sa

SFDA MDNL No.: MLO0O00000123SFDAA00005

MANAGEMENT
SYSTEMS
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PARENTE TAPERED

PTCA BALLOON CATHETER
I TECHNICAL SPECIFICATIONS

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

. . SIDEBRANCH ACCESS (COMPLEX LESIONS)
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.

Excellent navigability properties and
pushability, trackability and crossability.

Rated Burst Pressure (RBP): 18 ATM (16 ATM/Bar for balloons > 4.00 mm) Ideal for and lesions.
Two small diameters in one single balloon
Catheter tip entry profile 0.016” (0.406mm) 1 ~ ; ' r— 1.25mm distal @ and 1.50mm proximal @ :
Catheter length: 140 cm _— | / - =
Catheter shaft diameters: 1.9 FR (proximal and 2.4 FR distal ’ ‘ R : I -
Compatible Guide wire 0.014” (0.356mm) P A R E N T E ‘ , ’ I , 0
Minimal Guiding catheter compatible: 5 FR (0.066") & // . TapERED e SEUENT MR
Kissing balloon technique: 2 Parente Tarered balloons on 6FR Guiding Catheter TA P E RE D y / 4 Deliver and dilatation with - ]
SEMI COMPLIANT PTCA BALLOON CATHETER less risk to cause edge dissection.
. j NAVIGATIVITY
0.64 mm (1.9F) Guide Wire 0.81 mm (2.4F) oL Bissiee (e / / e
v v e
* ' I —
D= : T = = !
[} 4 | ‘
Length (mm)
- 23.5cm -
! ORDERING INFORMATION = ! 8 { Ziiaboloh.
3 DIAMETER.
[ 4 DESIGN MATCHING
- A ' WITH CORONARY
15 mm 25 mm 30 mm g‘ PARENTE  FALCON BRAVO  SEQUENT MAVERIK
TAPERED
Bt e — S el
. 2.00/1.75mm ;
. 225/1.75mm PT-225/175x25  PT-225/175x30  PT-225/175x35  PT-225/175%40 g /
 225/2.00mm  [[PT-225/200x15 || PT-225/200x20 | I /
. 250/2.00mm PT-250/200x25  PT-250/200x30  PT-250/200x35  PT-250/200x40 'E / BALLOON COMPLIANCE CHART
- 275/225mm PT-275/225x25 _ PT-275/225x30  PT-275/225x35 _ PT-275/225%40 g / / P’(";::;’e 1.25mm 1.50mm 1.75mm 2.00mm 2.25mm 2.50mm 2.75mm 3.00mm 3.25mm 3.50mm 3.75mm 4.00mm 4.50 mm
] PT-300/250x25  PT-300/250x30  PT-300/250x35  PT-300/250x40 ’g’ ’ / & I 102 130 153 184 196 236 248 272 284 334 338 366 413
3 z . . © P 4 Freedom of motion of guide wire at high pressure 123 145 161 192 216 251 268 299 315 349 359 393 436
PT-325/275x25  PT-325/275x30  PT-325/275x35 PT-325/275%40 - 4 / R . . . .
8 ///, balloon inflation. No risk of guide wire collapse. |27 | asa | 176 | 200 | 226 | 257 | 277 | 306 328 | 365 | 377 | 405 | asd_
PT-350/300x25 __ PT-350/300:30 | PT-350/300:35 _PT-350/300x40 \ ‘ Patented design of inner tube at distal catheter segment. 132 158 183 204 234 262 283 313 335 372 39 413 457
PEA00/350:25 | PT-400/350G0 | PT400/350G5. | PT-400/35te0 B 135 162 184 209 239 271 293 321 339 381 401 415 462
- R Al e Avoiding balloon “dog bone” effect and = (| 139 167 187 218 242 275 299 326 357 394 411 420 468 |
| 450/a00mm PT-450/400x25 | PT-450/400x30  PT-450/400x35  PT-450/400xd40 / I ‘ ) wilf _ potential intima’s injuries. 148 180 192 223 247 281 310 334 36 PEORIEENNEREE
For selection of one PARENTE TAPERED Balloon is recommended to choose by the proximal size of balloon of each product code. A i 4.13 4.40 4.38 4.82

1.82 2.08 1.97 2.31 2.70 2.98 332 3.40 3.82 4.21 4.50 4.62 >20
>23 >23

Controlled balloon growth even at high inflation pressures. . "*’*E

16
Low friction during navigation and crossability. 23
Highly efficient hydrophilic balloon and distal shaft coating. 525 525 525 525 25 25 25 525 525

| Nom B 8 8 8 8 8 8 8 8
[ RBP 18 | 98 | 8 s | s | s | s s 18
Eg‘

NABD MEDICAL INDUSTRIES COMPANY
$ & 2436 Second Industrial City,
[ Riyadh 14332-6965
e Kingdom of Saudi Arabia
% SGS M";m www.nabd.sa

MADE SFDA MDNL No.: ML0000000123SFDAA00007

SAUDI .



Company
Future

NABD is currently producing cardiac and peripheral balloons, and planning to add
new related products

Future Products

& Drug eluted cardiac stents
& Drug coated cardiac balloons
& Drug coated peripheral balloons

& peripheral drug eluting stents ) )
Executive Director









http://www.nabd.sa/

