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Grate Thanks

• A Grate Thanks to the Russian Federation Government for its 
support to my country Syria in many aspects, mostly the 
political,  military , economical and technical support without 
them the country could have been destroyed.

• We are here to extend this cooperation to the Health and 
Pharmaceutical Sectors. 



The cost of external encountered problems to the 
country

• All External Financial Facilities had been blocked.

• Most of the sea lines and all airlines had stopped .

• All the land borders with Iraq , Jordan and Turkey ,has been 
closed



The internal consequences of the crisis

• The devaluation of the local currency for ten time less.

• The cost increase of power supply and feules more than ten 
times 



The war in Syria affected the pharmaceutical sector 
and its services causing huge damage to the drug 
factories which located mostly in Aleppo and in 
Suburbs of Damascus  and Homes and Hama in 
many forms of ways likes , physical damage to the 
building , damage to the equipments



thefts, some factories closed because the workers 
and personnel could not arrive to there working 
areas, shortages of fuels and electricity all of that 
caused to the reduction of the percentage 
coverage from 93% to around 55% of the national 
needed drugs, as well as  the factories affected 
according to the following schedule. 
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The economic sanctions on Syria by the 
Western Countries as well affected badly the 
needs of the Syrian people for medicines, and 
food causing shortage and difficulties to import 
the raw materials and equipments and its spare 
parts , and packaging materials 



as well as the sanctions of the Syrian Banks which make the processes 
of purchasing and transporting more difficult and dangerous, since 
many manufacturers has to transfer there money through a third party 
and through a third country making the process of transporting longer, 
causing difficulties for the drugs and vaccines which needs a cooling 
chain more complicated.



This caused inflation and increase in the prices of the drugs, and 
missing of many important drugs which could be classified into 
categories ::

•The missing drugs because there production is impossible because of 
shortage of raw material or because its prices not economical any 
more.
•Continue to produce non profitable drug , the production continues 
until finishing the stock of API



In spit of all the above mentioned difficulties the Syrian Ministry of 
Health continues in 2016& 2017 to solve many problems which 
encounter the pharmaceutical industry through encouraging the 
manufacturers to transfer to the safe areas, and produce by contract 
manufacturing at the same time keeping the pharmaceutical industry 
under close supervision and quality control to produce under GMP 
roles,



The Pharmaceutical Sector in Syria in 2017

• Provided as follows:

1. From local medicinal production:

• The No. of licensed drug factories is 80 distributed in all counties .

• The No. of factories which is still out of service is 11 

• The No. factories which working now is 69 

• The No. of pharmaceutical formulations in the market is 7500 product, 
consisting or 1180 drug compound.

• The No. of missing or little available drugs because of sanctions of 
importations of API, or because of difficulties  is 150 pharmaceutical 
formulations.



a- Local Production Strategy

• The MOH strategy is to license 7 factories to manufacture the same

composition for the POM and 10 factories for the OTC .

• The local industry encouraged to manufacture all the current imported

drugs which cost the government a lot of hard currencies like the kidney

drugs and the immunosuppressant and insulin and the antineoplastic

drugs, biological products, blood derivatives and pharmaceutical

ingredients (API’s)



b- Pharmaceutical Importation Strategy

• The specific pharmaceutical products like vaccines which are not

produced locally , they are imported by the Syrian Pharmaceutical

Importing Agency(GFTO, General Foreign Trade Organization) .

• The annual estimated needs of the imported pharmaceuticals is set by

all related Ministries and those needs sent to the MOH where it will be

checked and filtered and summed and send to the Ministry of Economy

and Foreign Trade(GFTO) in order to make the suitable tenders .



b- Pharmaceutical Importation Strategy
• We turned to the friendly countries (Russia, Iran, China, Belarus, India, Cuba , ..) to

fill the gap of the needed and imported drugs in which some of the Western

Pharmaceutical Companies stopped to export to Syria because of the financial

economical sanctions although the Western Sanctions exclude food and medicine.

• Three Mutual recognition agreements have been signed between the Ministries of

Health of Iran, Cuba, Belarus where most of pharmaceutical importation has been

done.

• A similar suggested mutual recognition agreement has been sent through the

diplomatic channel to the Russian MOH.



b- Pharmaceutical Importation Strategy
The urgent pharmaceutical needs are provided by the International Organisations and Agencies

working in Syria like:

• World Health Organisation

• UNICEF

• Syrian Arab Red Crescent

• International Committee Of The Red Cross

• UNDP

• United Nations Population Fund



C- National Drug Quality Control Laboratories

• The National Drug Quality Control and Research Laboratories  at the MOH, assured 

the quality  and the efficacy of the pharmaceuticals in the country whether 

imported or locally produced by using stringent QC. regulations.

• The National QC. Labs. Has been accredited for ISO 17025 from DAKKS, Germany,

as well as has been certified for ISO 9001:2015 from SGS, Swisstzerland . 



D- Local pharmaceutical Industry

• All pharmaceutical factories has to comply with the national 
legislation and to work in accordance with the cGMP rules.

• All manufactures has to get GMP& ISO 9001 certifications.

• 8 manufacturers has been certified in accordance with PICs –
GMP from Germany.





Implementation of International Quality 
Management Standards ISO at The Syrian 

Ministry of Health

Dr. Habib Aboud

Deputy Minister for Medicines & Pharmaceutical 
Affairs



GOALS
• In accordance with the President's instructions Dr. Bashar

ALASSAD in developing the quality of administrative work
• Implementation of ISO 9001-2015 Quality Management System at 

the Directorates of:
– Drug Quality Control & research laboratories (DDQCRL)
– Pharmaceutical Affairs
– Drugs Inspectorate
– General Health Laboratories
– Medical Registry  & Licensees
– Primary Health Care
– Communicable and chronic diseases



Methodology of work

• Explain all the items of ISO 9001 – 2015- In detail by training all quality 
teams and all directorates

• A study of the gaps between what each directorate and the requirements 
in the standard of the quality management system ISO 9001 – 2015

• Benefiting from DDQCRL' documents, such as job descriptions, guidelines, 
structure and functions of the directorates

• Stimulate quality teams through practical tasks added to training
• Planned follow-up of all works and tasks assigned to each Directorate
• Corresponding to international bodies such as the World Health 

Organization (WHO) to ensure the requirements of equipment, materials, 
training programs and certification fees



Foundations of quality system

• Policy and Objectives (_ Minister's Strategy)

• Financial availability

• Responsibilities and authorities

• Staff training

• Business continuity

• evaluations and Tests (Job Performance Measurement)

• continuous improvement

• Customer (Citizen)



work plan

1 - Training phase (8-10) weeks with 2 training hours per week

timeitem№

2 hrQuality principles & Deming cycle1

2 hrScope – standards references – terms & definitions2

2 hrLead – planning – support 3

2 hrOperations4

2 hrPerformance evaluation – improvement 5

2 hrPractical program 6



work plan

2 - Executing the procedures through 6 months 

notestimeprocedure№

2 monthsQuality Manual1

2 monthsJob description2

1 weekQuality policy3

1 weekQuality objectives4

1 monthEmployees 5

2 weeksEquipment & infrastructure6

1 weekInternal audit7



Certifications settings

• Ensure that all the provisions of the standard are 
implemented

• The Minister's approval of the fees

• Communicating with Syrian donors

• Identify the time and agenda of grants in coordination with 
the responsible directorates



DIRECTORATES ACHIVEMENTS 
• General Health Labs: 65%

• Drugs Inspectorate: 40 % 

• Pharmaceutical Affairs   : 40 %

• Medical Registry& Licensees: 50%

• Communicable and chronic diseases: 25%

• Primary Health Care : 15%
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The Directorate was established in accordance with the regulatory decision No. 57 
of 1993. 
The Directorate is a leading national and international Reference in the field of 
pharmaceutical control. 
The laboratories are equipped with specialized automated equipment developed 
to improve the quality of medicines available in imported and locally 
manufactured medicines.
DDQCRL is committed to applying the good laboratory practices at all stages of its 
work, & always seeking to develop in line with the latest international 
developments in this field

DIRECTORAT OF DRUG QUALITY CONTROL AND RESEARCH LABORATORIES

DDQCRL



DDQCRL PROVIDES SERVICES TO OTHER DIRECTORATES OF 
MEDICINE AND TO SYRIAN UNIVERSITIES

1- Specialized training seminars in the field of good international laboratory practices
2 - Specialized courses for the directorates of medicine in the field of application of quality systems and 
to obtain the ISO certificate the new version of the specification ISO 9001/2015

3 - Study and conformity of certificates of analysis and specifications and pharmaceutical studies.

4- mutual research with all Syrian universities and provide the necessary support for the success and 
implementation of such research, which include:

 Reference Standard 

 Analysis plans

 Scientific references

 Technical expertise for high technology equipment
5- Implementing the supervision and pharmaceutical industry for pharmacists, which is conducted in 
the Directorate of Laboratories for Drug Control and Research in cooperation with the Faculty of 
Pharmacy, University of Damascus to cover the theoretical part.



DRUG QUALITY CONTROL AND RESEARCH LABS

STATISTICS FIRST HALF 2017 

• Total reports : 6440

• Non compliance reports : 52

• Accepted with minor notes : 59  



Directorate of Pharmaceutical Affairs 

statistics 2017

• Total manufactured medicines : 7650 

• Imported medicines & vaccines : 1370 
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Drug Inspectorate Directorate statistics 2017

• Working factories : 68

• Non-working : 17

• Licensing stage: 12

• Inspection visits Conducted locally :178
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• Best wishes & success



DIRECTORAT OF DRUG QUALITY CONTROL AND RESEARCH

LABORATORIES

• DDQCRL has obtained.

 CERTIFICATE  ISO 9002/1994 in1999

 CERTIFICATE ISO 9001/2000 in 2001

 CERTIFICATE ISO 14001: 1996 in 2003

 Laboratory accreditation (ISO/IEC 17025) in 2010

 CERTIFICATE ISO 9001/2008 in 18 January 2014

 CERTIFICATE ISO 9001/2015in 18 January 2017 (during war period)











PARTICIPATION OF DDQCRL IN THE PROGRAM OF 

INTERNATIONAL PROFICIENCY TESTS:

The Directorate moved to a new stage in quality 

control through its participation in 31/5/2001

Proficiency Testing which is organized by the 

Department of Quality of Official Drug Control 

Laboratories WINAp

In the FIP
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