
Good Governance of Medicines for National 

Pharmaceutical Regulatory Authorities 

Country Reports 

Japan International Corporation of Welfare Services (JICWELS) 



Contents 

1. AFGHANISTAN

2. IRAQ (1)

3. IRAQ (2)

4. MALAYSIA

5. MYANMAR

6. SRI LANKA (1)

10. SRI LANKA (2)

11. TANZANIA



Good Governance of Medicines for National 
Pharmaceutical Regulatory Authorities 

AFGHANISTAN



Country:

Part I:  ＩＮＦＯＲＭＡＴＩＯＮ　ＳＨＡＲＩＮＧ

Why? → To share the basic information related to pharmaceutical administration in each country. 
What? → Information that overviews each-other situations in regard to pharmaceutical laws, regulations, and etc.
When? → Before or at the arrival to Japan
How? → Collected information will be summarized; then it will be sent to each participant. Participants will read carefully & understand it.

1) Organizational Chart 
−Please attach the organizational chart at national/state & local levels about pharmaceutical administration in your country.
−Please briefly describe each role and responsibility on pharmaceutical administration.
※ Please see the attached sample A as a reference.

Minstry of public health / General Directorate of pharmaceutical affairs 

Afghanistan

Good Governance of Medicines for
National Pharmaceutical Regulatory Authorities　（JFY 2014）
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Professional Staff: (113)
Nonprofessional Staff: (21)
Labour Staff : (41) 

General Directorate of Pharmacy affairs (GDPA) Framework

General directorate of Pharmaceutical affairs: To manage and supervise selection and use of pharmaceutical throughout country. To regulate 
and manage all pharmaceutical services at public sectors for enhancing people's accessibility to safe medicines and medical material.

Avicenna pharmaceutical institute: promoting rational use of medicines through evaluation of medicine use and establishment of DTCs in
hospital, providing mechanism for record of ADRs in the country, Ensuring registration and conducting training courses for pharmacists  and pharmacy 
technicians, revision of ANF& LDL/EDL, membership in national medicine and food board.

pharmaceutical establishment department: develope specific programs, regulate and manage the establishment of various pharmaceutical
establishments in light of laws and regulations.

Narcotic and controlled medicine department: Monitoring and processing of application of narcotic medicines, controlled  substances 
(psychotropic, precursor chemicals) vaccines and anesthetics.

Registration & license issuing department: regulate the affairs of registration and licensing of manufacturing and importation of 
pharmaceutical products and medical equipments in public, non government and private sector in line with effective laws and regulations of national 
pharmaceuticals and WHO.

Medicine planning affairs department: facilitate annual plane and reporting to MOPH, forecast and estimate the national annual needs of 
pharmaceutical products, establish a national drug management information system (DMIS), facilitation of coordinated procurment& distribution system 
(CPDS) activities.

Monitoring of producers & importers department: develope monitoring procedures to monitor the functions of various pharmaceutical
companies, monitor the activities of pharmaceutical manufacturing & medical equipment and detergent substances factories, ensure the recruitment of 



2) Legislation on pharmaceutical administration
−Please briefly bulletined major laws/acts

◆National Level
administered by general directorate of pharmaceutical affairs

regulations for manufacturers and importers administered by general directorate of pharmaceutical affairs
administered by general directorate of pharmaceutical affairs

◆Local Level
・ NA administered by 
・ administered by 

◆PIC/S NA
Yes ＯＲ No If yes, joined when

3) 
Regulatory Services
−Please describe pharmaceutical regulatory services of your country in response to each item provided below.
−Please add anything (systems, regulations, etc) related to the following services & briefly describe who administers it
−Please prepare to explain your answer in case that you are asked about pharmaceutical regulatory services of your country.

◆ Drug Import/Export
・ Systems, Regulations, etc

1) regulation for production a administered by GDPA
2) Guidance for medicine items and importer companies registration administered by GDPA
3) Guidance for donated medecines administered by            GDPA
4) procedures and qualification for imported and exported medicines administered by      GDPA
5) regulation on vaccine and immunological products administered by GDPA

◆ Pharmaceutical Manufacturing 
・ Systems, Regulations, etc

regulations for pharmacies

and import

medicine law



administered by general directorate of pharmaceutical affairs

administered by 

※Example: Good Laboratory Practice, Good Clinical Practice, Good Manufacturing Practice

◆ Marketing Authorization
・ Systems, Regulations, etc

administered by GDPA
administered by 

※Example: Good Quality Practice

◆ Drug Distribution (including drug selection, procurement, sale) 
・ Systems, Regulations, etc

administered by GDPA
administered by 

※Example: Good Distribution Practice

◆ Medicine Safety (post-marketing)
・ Systems, Regulations, etc

administered by Avecinna pharmacy institute (API)/GDPA

administered by 

※Example: Good Pharmacovigilance Practice

◆ Relief System for Adverse Drug Reactions
・ Systems, Regulations, etc

administered by general directorate of pharmaceutical affairs

4)

Drug Pricing

−Please describe about price control and drug price mechanism at public sector in your country.

5)

Statistic Data
−Please answer the following questions (if the number is not applicable, please give an answer to the best of your knowledge).
−Put the year of the presented data  as well if it's available

1: Number of pharmacists 1163 2011
2: Number of GMP inspector (National & Local) 18 2014
3: Number of pharmaceutical manufacturers / manufacturing sites 23 2014
4: Number of traditional medicine manufacturers / manufacturing sites NIL
5: Number of pharmaceutical importers 240 2014
6: Number of pharmaceutical wholesalers 142 2011

According to medicine law: 18.5% benefit for imports, 15% for retailers and 5% for wholesalers.

Good pharmacovigilance practice

compiled and approval of ADR (adverse drug reactions)

Good manufacturing practice (GMP) according to WHO guidelines

Guidance for medicine items and importer companies registration

CPDS (coordinated procurment and distribution system)



Introduction of my Work 

 I belong to General Directorate of Pharmaceutical
Affairs/ Ministry of public health of Afghanistan. 

 My Job tenure is General manager for
Pharmaceutical researches department. 

2 

Good Governance 
 of Medicines for National 

Pharmaceutical Regulatory Authorities 

JFY 2014

Recent Practices in Pharmaceutical Regulatory 
Services

Islamic Republic of Afghanistan 

1 



Good practices 
Achievements and solutions for past

problems 
 Check of LML (licensed medicine list).
 Renewal of National medicine policy.
 Revision of legislative documents.
 Rational use of medicines.

ongoing projects are
 Implementation guidance for medic items and medicinal

companies registration.
 Practical use of PRIS.
 Adaption of SEHAT program (System Enhancement for Health

Action in Transitional).
 Use from NMRA (National Medicine regulatory authorities). 4 

Introduction of my Work 

(1) Making pattern and arrangements for other
related offices that work on medicines.

(2) Making Layout for comparative procedures for
good solidarities.

(3) Adjustment of specific researches on medicines
and improve the requirements of medicine  and
health system problems.

(4) Making pattern for specific scientific programs for
quality control and Good distribution of imported
medicines.

3 



My interests 
• Learning something about Good governance of

medicines in Japan and participated countries, and
effective use of experiences and it’s implementation in
our pharmaceutical affairs in order to making good
regulatory.

• (1) Inspection
• (2) Medicine safety
• (3) Manufacturing and quality control

6 

Bad practices 

 problems that cannot be improved or haven't been
improved

 Job interference caused by presence of parallel offices.
 Inadequate competence causes lack of responsibility.
 No capacity building.

Failed countermeasures to deal with past problems
 Creation of  pharmacy department.

Emerging problems
 Non implementation of  laws and regulations .
 Dissatisfaction of people from how t o adjust pharmacy sector.

5 



Good Governance of Medicines for National  
Pharmaceutical Regulatory Authorities 

IRAQ (1) 



Part I 

         1- Organization chart 
           of  

     ( Kurdistan Medical Control Agency ) 

Inception report 

Regulatory Affairs Department Kurdistan 
Medical Control Agency Ministry Of Health 

Kurdistan Regional Government.  



2- Legislation on pharmaceutical 
administration 

--National level: 
• Law of Practicing the profession of pharmacy, in 1972

which is administered by Ministry of health of Iraq.
--Local level: 
• Ministry of health instruction number 1 ( drug

regulations ) in 2011.
• Ministry of health instruction number 2 ( drug

regulations ‘ revised’ ) in 2013.
Both are administered by Kurdistan region ministry of
health.

--PIC/S: not joined. 
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--Pharmaceutical manufacturing: 
• Rules for establishing pharmaceutical

manufacturer .
• Periodic site inspections according to GMP.
These are administered by regulatory affairs 

department. 
. Random batch selection for analysis according 

to GLP, which is administered by Laboratory 
department. 

3-Regulatory services 

--Drug import/export: 
• Drug import starts with giving entrance

allowance for each batch, which is
administered by Entrance permission
committee of regulatory affairs department.

• No drug exportation.



--Drug distribution: 
• Drug selection is no more related to KMCA,

there is a committee in MOH regarding this
procedure.

• Procurement is the duty of Directorate of
health.

• Sale, sampling, routing analysis then sale
permission, are administered by laboratory
department of KMCA.

--Marketing authorization: 
• Drug Manufacturing company registration,

with special instructions in form A1.
• Medical devices company registration, with

special instruction in form B.
• Pharmaceutical products registration, with

special instructions in form A2.
All these actions are administered by 

registration section of regulatory department. 



--Relief system for adverse drug reactions: 
• Focal points in public hospitals.
• Patient complains follow up.
 Administered by Pharmacovigilance section. 

--Medicine safety : 
• Parallel import monitoring.
• Counterfeit medicine monitoring.
These actions are administered by post 

marketing monitoring team. 
. Customer complain record by 

pharmacovigilance section. 



5-Statistic data 
1-Number of pharmacists  in KMCA ( 25 ) in 2014, and all 

pharmacists in KRG is more than ( 600 ) pharmacists. 
2- Number of GMP inspector ( 2 ) since ( 2011 ). 
3- Number of pharmaceutical manufacturer ( 2 ) , one in 

Erbil city since ( 2008 ) & one in Sulaimaniya city since ( 
2011 ). 

4- Number of traditional medicine manufacturer, not 
available.  

5- Number of pharmaceutical importers,( 120 ) till (2014). 
6 – Number of pharmaceutical wholesalers, ( 50 ) till 
( 2014 ). 

4-Drug pricing 

• On October 2014 a committee of 7 members
including KMCA pharmacists established in
Ministry of health, revising the price structure
to control the market.



Category B 
Good practice 

• --Good manufacturing practices
• Good distribution practices
• Good storage practices
• --certificate of intendance for GMP

inspection according to WHO requirements
• (Alkem laboratories….india….april 2011)
• Certificate or intendance for GMP

Guidelines (WHO…march…2014) 

PART II 

Category A: ( Introduction of work ) 

• --KMCA /Regulatory affairs department
• --Deputy Manager
• --Head of regulatory affairs department



Category c: 
Bad practice 

• --presence of medicines which entered Kurdistan
without our permission

• --price control. Till now a day we are trying to put rules
for controlling the margin of benefit for importers,
whole sailors, pharmacies.(it is open market).

• --we made a contract with an external laboratory to
made gap analysis then decide how to build capacities,
the contract period was 2 years, during this period the
analysis and registration was their duty, was a bad
practice because they didn’t finished all their duties on
time, the contract finished on 12th November 2014.

• Other local trainings …
• --KMCA founded in 2006, I employed in 2008, started with the beginning

of controlling medicines in the region (Safety, efficacy, quality, import
control….etc)

• --Capacity building, training courses, implementing the rules that
governing medicines in well developed countries(agencies) and evaluating 
which rules are applicable with our situation. 

• --started controlling the marketing by post marketing surveillance
• Then giving import license based on registration of Baghdad
• Then opening our own registration unit, registering the pharmaceutical

manufacturers
• Then giving import permit for every batch entering Kurdistan region.
• Then activating pharmacovigilance.
• Taking samples from each batch entering Kurdistan for analysis.
• Auditing pharmaceutical manufacturers according to our instructions for

the purpose of registration.



Thank  you 

Category D 
Interests  

• --visiting a pharmaceutical facility.
• --applying worldwide regulations for medicine

control to be up to date.
• --e-CTD format for marketing authorizations.



Good Governance of Medicines for National 
Pharmaceutical Regulatory Authorities 

IRAQ (2)



Part I 

         1- Organization chart 
           of  

     ( Kurdistan Medical Control Agency ) 

Inception report 

Registration section 
Regulatory department Kurdistan Medical 

Control Agency Kurdistan Region / Iraq 



2- Legislation on pharmaceutical 
administration 

--National level: 
• Law of Practicing the profession of pharmacy, in 1972

which is administered by Ministry of health of Iraq.
--Local level: 
• Ministry of health instruction number 1 ( drug

regulations ) in 2011.
• Ministry of health instruction number 2 ( drug

regulations ‘ revised’ ) in 2013.
Both are administered by Kurdistan region ministry of
health.

--PIC/S: not joined. 
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--Pharmaceutical manufacturing: 
• Rules for establishing pharmaceutical

manufacturer .
• Periodic site inspections according to GMP.
These are administered by regulatory affairs 

department. 
. Random batch selection for analysis according 

to GLP, which is administered by Laboratory 
department. 

3-Regulatory services 

--Drug import/export: 
• Drug import starts with giving entrance

allowance for each batch, which is
administered by Entrance permission
committee of regulatory affairs department.

• No drug exportation.



--Drug distribution: 
• Drug selection is no more related to KMCA,

there is a committee in MOH regarding this
procedure.

• Procurement is the duty of Directorate of
health.

• Sale, sampling, routing analysis then sale
permission, are administered by laboratory
department of KMCA.

--Marketing authorization: 
• Drug Manufacturing company registration,

with special instructions in form A1.
• Medical devices company registration, with

special instruction in form B.
• Pharmaceutical products registration, with

special instructions in form A2.
All these actions are administered by 

registration section of regulatory department. 



--Relief system for adverse drug reactions: 
• Focal points in public hospitals.
• Patient complains follow up.
 Administered by Pharmacovigilance section. 

--Medicine safety : 
• Parallel import monitoring.
• Counterfeit medicine monitoring.
These actions are administered by post 

marketing monitoring team. 
. Customer complain record by 

pharmacovigilance section. 



5-Statistic data 
1-Number of pharmacists  in KMCA ( 25 ) in 2014, and all 

pharmacists in KRG is more than ( 600 ) pharmacists. 
2- Number of GMP inspector ( 2 ) since ( 2011 ). 
3- Number of pharmaceutical manufacturer ( 2 ) , one in 

Erbil city since ( 2008 ) & one in Sulaimaniya city since ( 
2011 ). 

4- Number of traditional medicine manufacturer, not 
available.  

5- Number of pharmaceutical importers,( 120 ) till (2014). 
6 – Number of pharmaceutical wholesalers, ( 50 ) till 
( 2014 ). 

4-Drug pricing 

• On October 2014 a committee of 7 members
including KMCA pharmacists established in
Ministry of health, revising the price structure
to control the market.



Category B 
Good practice 

Achievements: 
 . Prompt registration of manufacturers. 
 . Prompt Registration of medical devices 

companies. 
 . Prompt registration of pharmaceutical 

products. 
 . Auditing pharmaceutical facilities. 

PART II 

Category A: ( Introduction of work ) 

• --KMCA /Regulatory affairs department
• Since April 2009.
• Expert pharmacist in registration section.



On-going projects to deal with current 
problems 

• Insistence on non-entry of unregistered
medicines.

• Re-informing the distributers with
generalization letters about any new
instructions regarding registration process.

• Primary registration of pharmaceutical
products.

Solutions for past problems 

 .  Revising our instructions about registration 
procedure of both manufacturers and 
pharmaceutical products. 

 . Good manufacturing practice implementation. 
 . Hiring more pharmacists and training them. 



Category c: 
Bad practice 

• Illegally entered drugs.
• No price control.
• Un-registered drugs.
• Counterfeit, substandard & falsely labeled

drugs.
• Absence of qualified pharmacists .

Successful countermeasures against 
problems 

• No entering permission for un-registered drugs.
• No drug import license for un-registered drugs

and drugs need re-registration.
• Controlling the market from counterfeit medicine

by routine tour of post marketing team.
• Enforcement of sanctions and penalties to

distributers.
• Imposing price structure.



         SPECIAL THANKS 

END OF THE REPORT 

Category D 
Interests  

• Visiting a pharmaceutical facility.
• Registration process of manufacturer and

medicines.
• CTD format for marketing authorizations.













Supply Chain Actors in Tanzania 

LMU 

15 

This is a Logistic Management Unit established  in 2013 to 
coordinate with all supply chain stakeholders with the following 
objectives; 

1.Coordinate logistics management activities of  all commodity
categories under one unit through harmonizing national health 
commodities supply chains throughout all Programs ( HIV & 
AIDS commodities, PMTCT, RCHS etc.) 

 



LMU 

18

2. Strengthen logistics data management and visibility

3. Link different organization levels and partners within

supply chain to improve health commodities

availability at the national level

4. Identify supply chain bottlenecks, brainstorm

mitigation strategies and collaborate with key players

involved to implement those interventions.
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LMU functions 

20 

 Logistics Data Management 
 Quantification Coordination to all vertical 

Programs and MSD 
 Monitoring & Evaluation 
 Coordination and Collaboration 
 Supply Chain Intervention Planning ( Review and 

Advice)  
 Training & Capacity Building 
 Supervision 

LMU 

19 

- Currently the LMU staff  are located in all MSD zones 

to ensure timely data availability and implement 

MOHSW vision and Mission to ensure uninterrupted 

supply of  Health commodities. 



Topics of my interests in the course 

 Promoting GMP standards for local industries and 
measure to improve local productions of pharmaceuticals 

 Improving Pharmaceutical Supply Chain Systems 

 Measures to curb Substandard/Spurious/ Falsely-labelled 
/falsified /Counterfeit Medical Products 

22 

LMU Benefits to All SC stakeholder 

21 

 Improved data quality and visibility for all programs 
 Improved inventory management system 
 Strengthened supply chain management at lower 

levels 
 Improved coordination and collaboration 
 Improved commodity availability  



CONCLUSION 

23 

Drug  management strengthening is 
an important and sensitive health 
systems entity that requires 
systematic interventions to avoid stock 
outs that cause negative effects on the 
population.  




