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

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

It is one of the companies that 
contribute to the Kingdom›s 
vision to improve quality of 
human life, this is possible 
through the provision of 
medical supplies that help in 
treating heart attacks 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:

SFDA Medical Device Classification

A

A

A

A

B

C
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Non-sterile

Sterile

Measuring instruments

Reusable Surgical instruments

Many studies indicate that introducing a new medical device to the market takes 3 to 7 years of preparation 
on average. The market value of the emerging factory increases according to the number and quality 
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.
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Project 
Summery

1
Steps of implementation 
The following timeline outlines the implementation of the project since inception in 2018 till fimal products 
registration.
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Company 
Team 

2
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Employees:
A group of outstanding people work at the factory.
The organizational structure consists of

Organizational Chart

Executive 
management

Quality 
Management

logistics 
Management

Store 
Management

Biology 
Laboratory 

Management

The Technical 
Department 

And 
Manufacturing

Operation Certification Date
QA Documentation 20/02/2020

Material/Product Training 20/02/2020

Laser Welding 23/02/2020

Final Inspection 23/02/2020
Specification Training 24/02/2020
Cut tubing/Proximal Ball Welding 24/02/2020
Tubing Proximal/Distal Preparation 24/02/2020
Cut Wire exit 26/02/2020

Operation Certification Date
Hot Jaw Welding 26/02/2020
Retainer preparation 26/02/2020
Balloon Folding 28/02/2020
Inner Packaging 28/02/2020
Balloon Neck Down 29/02/2020
Cut Neck to the length 29/02/2020
Balloon Control 29/02/2020
Balloon Final Inspection 29/02/2020
Assembly Marker bands 29/02/2020

Skills Training 
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Operation Certification Date
Testing Training 12 Oct. 2020
Open/close orders 12 Oct. 2020
Prepare Balloon molds 12 Oct. 2020
Balloon Manufacturing 12 Oct. 2020
Hot Air Shrinking 12 Oct. 2020
Lure Lock Gluing 12 Oct. 2020
Label printing 12 Oct. 2020
Out package/QC Inspection/release 12 Oct. 2020

Skill

 The factory management team has been trained on the following skills

Quality 
Documentation

Checking
 Quality

 Of The Final
 Product

Maintenance 
Of Production 

Equipment And 
Troubleshooting

Preparing
 Product 

Technical File 

Preparation 
Of The Gas 
Sterilization 

Protocol

Product
 Marketing 

System
Inventory

Raw
 Materials
 Ordering 

Inspection of 
incoming
materials
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Technical 
Capabilities

3
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 %99.9 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
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A-Industrial Establishment Licensing: B- Factory Operating License:

تشغيل :رخصة الرخصة 578144224013254رقم

: الانتهاء 1443/2/14تاريخ

:  لـ الطبيةيرخص للصناعات نبض شركة

: التجاري السجل :1010479156رقم :1440/3/18تاريخه الانتهاء للموقع1442/3/18تاريخ توضيحي رسم

: الصناعية الثانيةالمدينة الرياض
: العقد 810882رقم

: العقار 0020C00:011-011موقع

والأنظمة: الشروط

عن التنازل المنشأة لصاحب يحق ولا وسجلاته وتراخيصه القانوني كيانه وفق له الحقيقي المشغل هو المنشأة هذه بتشغيل له المرخص وأن المنشأة بتشغيل الإذن الرخصة هذه 1.تعني
للغير.. منها جزء أي أو والرخصة التشغيل

المفعول السارية واللوائح للأنظمة الرجوع من" مدن"، ويتم الصادرة والتعليمات والشروط واللوائح الأنظمة وبكافة الرخصة هذه في المكتوبة والالتزامات شروط بال بالتقيد له المرخص .يلتزم 2
لدى" مدن." تنظيم بشأنه يرد لم فيما السعودية العربية المملكة في بها المعمول

انتهائها. بعد يوما 15 عن تزيد لا مدة خلال الرخصة هذه بتجديد له المرخص هـ3 . .يلتزم حتى : 1446/1/29 ساري الإيجار عقد

ترخيص منشأة صناعية

استثمار وطني

١٠٠٠١٢٣٤رمز المنشأة
تعديلنوع القرار

١٧-١٠-١٤٤١تاريخ الترخيص
٤١١١٠٢١٠٤٦٦٣رقم القرار

١٧-١٠-١٤٤١تاريخ القرار
١٧-١٠-١٤٤٤تاريخ الانتهاء

شركة نبص للصناعات الطبيةاسم المنشأة الصناعية
١٠١٠٤٧٩١٥٦ السجل التجاري للمنشأة الصناعية

شركة نبض للصناعات الطبيةمالك المنشأة
١٠١٠٤٧٩١٥٦رقم السجل التجاري الرئيسي

صنع المواد الصيدلانية والمنتجات الدوائية الكيميائيةالنشاط الرئيسي
والنباتية / ٢١٠٠

٩٦٦٥٥٢٢٣٣٢٢٠+هاتف
فاكس

(N24.561144518653627 ,E46.870628984113296) موقع المنشأة الصناعية
منطقة الرياض المنطقة

الرياضالمدينة

ثلاثة و أريعون فرداَعدد العمالة ٤٣
عشرون مليون و خمسمائة و أربعة عشر ألفا  و مائتين و ثلاثة عشر ريال  و إثنان و ثمانون هللة٢٠٥١٤٢١٣.٨٢حجم الاستثمار

الوحدة الطاقة الانتاجية النشاط الصناعي وصف المنتج رمز المنتج

لتر ٢٤٠٠٠٠.٠ ٢٠٢٣٩٠ / أنشطة أخرى لصناعة الصابون والمطهرات ومستحضرات التنظيف والتلميع
والعطورات ومستحضرات التجميل

مطهرات ومعقمات ومحاليل كيماوية
مختلفة

٣٤٠٢٢٠١٠

وحدة ١٦٠٠٠٠.٠ ٢١٠٠١٠ / صناعة المستحضرات الصيدلانية للاستخدام البشري ادوية خاصة بالجهاز الوعائي القلبي ٣٠٠٤١٠٠٠

بندر بن إبراهيم الخريف

وزير الصناعة والثروة المعدنية

Certificate
Facility license 

industrial

Certificate
Operating license
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ISO 13485

Medical device 
marketing 

authorization 
March 2022c- Marketing of high-risk medical products 
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Nabd Company 
Products

4
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Company 
Future

5 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

Mowaffag Albayouk                  





www.nabd.sa

http://www.nabd.sa/

