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Abstract

Medical devices cover a variety of products designed to diagnose and treat patients.
These devices range from a simple medical glove to a complicated Magnetic
Resonance Imaging machine (MRI). However different their composition may be,
medical devices are all designed with the purpose of improving patient care.
The proportion of the rapid development and increasing complexities of electronics
of medical devices, in addition to fact that 85% of medical dictions depend on a medical
device, regulation and management of medical devices become most challenge term in
healthcare process to ensure patient safety by identify risks and benefits of each medical
device.
Lack and weakness of authority and lows which manage regulation process and
procedures shows clearly in the third world countries (Sudan).
This research is an attempt to optimize medical devices regulation and control in
Sudan by communion with the competent authority and highlight the shortcomings and
their causes.
Also attempt to keep up the international standards and procedures applied in other
develop countries and their organizations.

اﻟﻤﺴﺘﺨﻠﺺ

ﻣﺼﻄﻠﺢ اﻟﺠﮭﺎز اﻟﻄﺒﻲ ﯾﺴﺘﺨﺪم ﻟﺘﻌﺮﯾﻒ اﺟﮭﺰه و ﻣﻌﺪات ﻣﺨﺘﻠﻔﮫ ﺗﺨﺘﻠﻒ ﻓﻲ درﺟﺔ ﺗﻌﻘﯿﺪھﺎ و ﻣﮭﺎﻣﮭﺎ و ﺗﺘﺪرج ﻣﻦ
اﻟﻘﻔﺎز اﻟﻄﺒﻲ اﻟﻰ ﺟﮭﺎز اﻟﺘﺼﻮﯾﺮ ﺑﺎﻟﺮﻧﯿﻦ اﻟﻤﻐﻨﻄﯿﺴﻲ.و ھﻲ ﻣﻊ اﺧﺘﻼﻓﮭﺎ اﻻ ان اﻟﮭﺪف ﻣﻨﮭﺎ ھﻮ ﺿﻤﺎن اﻟﺘﺸﺨﯿﺺ و
اﻟﻌﻼج اﻻﻣﻦ ﻟﻠﻤﺮﺿﻰ.
ﻧﺴﺒﺔ ﻟﻠﺘﻄﻮر اﻟﮭﺎﺋﻞ ﻓﻲ اﻟﺘﻜﻨﻮﻟﻮﺟﯿﺎ و زﯾﺎدة اﻟﺘﻌﻘﯿﺪ اﻻﻟﻜﺘﺮوﻧﻲ ﻓﻲ اﻻﺟﮭﺰة اﻟﻄﺒﯿﮫ ،ﺑﺎﻻﺿﺎﻓﮫ اﻟﻰ ﺣﻘﯿﻘﺔ ان %85
ﻣﻦ اﻟﻘﺮارات اﻟﻄﺒﯿﮫ ﻣﺘﺨﺬه ﺑﻮاﺳﻄﺔ اﻟﺠﮭﺎز اﻟﻄﺒﻲ ﻣﻤﺎ ﺟﻌﻞ ﻋﻤﻠﯿﺔ ﻣﺮاﻗﺒﺔ و ﺗﻨﻈﯿﻢ ھﺬه اﻻﺟﮭﺰة ﺗﻤﺜﻞ اﻟﺘﺤﺪي اﻻﻛﺒﺮ
ﻓﻲ اﻟﻌﻤﻠﯿﮫ اﻟﺼﺤﯿﮫ ﻟﻀﻤﺎن ﺳﻼﻣﺔ اﻟﻤﺮﺿﻰ ﺑﺎﻟﺘﻌﺮﯾﻒ ﺑﺎﻟﻤﺨﺎﻃﺮ و اﻟﻔﻮاﺋﺪ ﻟﻠﺠﮭﺎز اﻟﻄﺒﻲ.
ﻗﺼﻮر وﺿﻌﻒ اﻟﻘﻮاﻧﯿﻦ اﻟﺘﻲ ﺗﺤﻜﻢ ﻋﻤﻠﯿﺔ ﺗﻨﻈﯿﻢ و ﻣﺮاﻗﺒﺔ اﻻﺟﮭﺰة اﻟﻄﺒﯿﮫ و اﻻﺟﺮاءات اﻟﻤﺘﺒﻌﮫ ﯾﻈﮭﺮ ﺑﻮﺿﻮح و
ﯾﺘﻌﺎﻇﻢ ﻓﻲ دول اﻟﻌﺎﻟﻢ اﻟﺜﺎﻟﺚ و ﻣﻨﮭﺎ اﻟﺴﻮدان.
ھﺬا اﻟﺒﺤﺚ ﻣﺤﺎوﻟﮫ ﻟﺘﺤﺴﯿﻦ ﻋﻤﻠﯿﺔ ﺗﻨﻈﯿﻢ و ﻣﺮاﻗﺒﺔ اﻻﺟﮭﺰة اﻟﻄﺒﯿﮫ ﻓﻲ اﻟﺴﻮدان ﺑﺎﻟﺘﻮاﺻﻞ ﻣﻊ ﺟﮭﺎت اﻻﺧﺘﺼﺎص
و ﺗﺴﻠﯿﻂ اﻟﻀﻮء ﻋﻠﻰ اوﺟﮫ اﻟﻘﺼﻮر و اﺳﺒﺎﺑﮭﺎ.
اﯾﻀﺎ ﻣﺤﺎوﻟﺔ ﻟﻤﻮاﻛﺒﺔ اﻟﻤﻮاﺻﻔﺎت و اﻻﺟﺮاءات اﻟﻌﺎﻟﻤﯿﮫ اﻟﻤﺘﺒﻌﮫ ﻓﻲ دول ﻣﺘﻘﺪﻣﮫ ﻓﻲ ھﺬا اﻟﻤﺠﺎل و اﻟﻤﻨﻈﻤﺎت
اﻟﺘﺎﺑﻌﮫ ﻟﮭﺎ.

CHAPTER ONE
INTRODUCTION

1.1. General view
Medical devices cover a variety of products designed to diagnose and treat Patients.
These devices range from a simple medical glove to a complicated Magnetic Resonance
Imaging machine (MRI). However different their composition may be, medical devices
are all designed with the purpose of improving patient care.
In correlation with the demand for medical devices, there is a demand for
thedevelopment of international standards that insure the safety and performance of the
devices.

1.2. Problem Statement
Considering Sudan one of the Third World countries there is a lack of standard
specifications of the Sudanese medical devices standards. These standards must develop
to meet the international standards, which will insure safety and performance quality of
medical devices before entering our country.

1.3. Objectives
1.3.1. General objectives
- Ensure patients safety is main objectives by identify and manage risks of medical
devices.
- Economic objectives by reducing wasting money of malfunction which reduced
after regulation process.
- Imposition particular national standards which mandate the manufactures to produce
devices with specific standards pertaining to the work environment of the countries.
1.3.2. Specific objectives
1. Foundation of Sudanese approval system for medical devices.
2. Put down our national standards.
3. Founders specialist independent corporate responsible for regulation medical
devices in country.
4. Ensure that all spare parts of device and maintenance available.
5. Study of standards and guidelines and recommendations for specification of
medical devices in the Sudan.

6. Make mandatory standards controlled producer characteristics. For example the
definition of terms and the dimensions of the device.

Thesis layout
This research includes seven chapters. Chapter one contains the general review,
problems and objectives of the research. Theoretical fundamental was reviewed in
chapter two. Chapter three contains background studies. Methodology was explained in
chapter four. Chapter five includes results and analysis. Chapter six includes design and
implementation. Chapter seven includes the discussion. Chapter eight includes
recommendations and conclusions of the research. Chapter nine is references.

