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 n Azerbai an, the Pharmacovigilance Department
of the Analytical E pertise enter of the Ministry of
Health is responsible for the safety of drugs.
Analytical E pertise enter is a National Medicines
Regulatory Authority in the field of pharmacy
established in 006 and subordinates to MoH

 he Pharmacovigilance activities started in 00 ,
by the establishment of Analytical E pertise enter
of the Ministry of Health. hree years later, in
010, AE was approved as national PV and oined

the ppsala Monitoring entre ( M ) of the orld
Health Organization and since has been reporting
adverse drug reactions (ADRs) to the M database.

 n 01 , the Pharmacovigilance Department was
established. At the present time, Azerbai an provides
changes in the aw on Medicines and will approve
new national regulations for pharmacovigilance
activities which will be harmonized to European nion
(E ) system.

－ 372 －



      
  















  

 aw

A  of the Azerbai an Republic on Medicinal Products December 
, 006,  0 -

A  of the Azerbai an Republic on Protection of Population 
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Part I:  INFORMATION SHEET 

Regulatory Systems on Ensuring Access to Quality Medicines （JFY 2019） 
 

Name: Nita Widhatiningsih                    
Country: Indonesia                          
Organization/Department/Division:            
Badan Pengawas Obat dan Makanan 
(BPOM/NADFC)/ Directorate of Drug, Narcotic, 
Psychotropic, Precursor, Addictive Substance 
Standardization/ SubDirectorate of Efficacy and 
Safety Standardization of Drug 

 

① Organizational Chart 
−Please attach the organizational chart of pharmaceutical administration at national/state & local levels about 
pharmaceutical administration in your country. 
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The description of each role and responsibility on pharmaceutical administration.  
The National Agency of Drug and Food Control (NA-DFC)  

– NA-DFC is a non-departmental government institution based on Presidential Decree Number 
166 in the year 2000 which is responsible directly to the President for its operation and build 
policy coordination with the Ministry of Health. https://www.pom.go.id/new/view/direct/solid  

– NA-DFC is assigned and functioned as national regulatory authority on pharmaceutical 
administration in Indonesia 

Deputy of Therapeutic Products and Narcotics, Psychotropic and Addictive Substance Control  
– Responsible for pre-market evaluation on efficacy, safety and quality of drugs, biological 

products and medical devices in Indonesia as well as operates a clinical trial scheme followed by 
post-market control of therapeutic products, narcotics, psychotropic and addictive substance.  

– It is also responsible for inspection on good manufacturing practices, production and 
distribution units, sampling, recalls, public warning and enforcement of regulation.  

– The organization is supported by, among others, National Committee on Drug Evaluation, 
National Committee on Medical Devices Evaluation and Evaluation Committee on Promotion of 
Over the Counter Drugs, Traditional Medicines and Food Supplement. 
https://www.pom.go.id/new/view/direct/solid  

Directorate of Drug, Narcotic, Psychotropic, Precursor, Addictive Substance Standardization 
– Responsible for preparing standards, regulations, and policies related to the supervision of 

drugs, narcotic, psychotropic, precursor, addictive substance.  

Directorate of Drug, Narcotic, Psychotropic, Precursor, 
Addictive Substance Standardization 

Subdirectorate of Drug, Narcotic, 
Psychotropic and Precursor 

Quality Standardization 

Section of Generic Drug, 
Narcotic, Psychotropic and 

Precursor Quality 
Standardization 

Section of New Drug, 
Biological Product and 

Specific product Quality 
Standardization 

Subdirectorate of Drug 
Safety and Efficacy 

Section of Generic Drug and 
Addictive Substance 

Standardization 

Section of New Drug, 
Biological Product and New 
Drug Development Safety 

and Efficacy  
Standardization 

Section of Administration 

Subdirectorate of Drug, 
Narcotic, Psychotropic, 
Precursor and Addictive 

Substance Production and 
Distribution Standardization 

Section of Drug, Narcotic, 
Psychotropic, Precursor and 

Addictive Substance 
Production Standardization 

Section of Drug, Narcotic, 
Psychotropic, Precursor and 

Addictive Substance 
Distribution Standardization 
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– Standardization is carried out centrally, to avoid differences in standards that might occur due 
to each province setting its own standards. https://www.pom.go.id/new/view/direct/strategic 
 

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

 In national level, legislation on pharmaceutical administration is conducted by Indonesia NADFC, under 
The Deputy of Drug, Narcotic, Psychotropic, Precursor, and Addictive Substance Control.  

 The technical implementation of drug control locally is conducted by NADFC regional offices in 33 
provinces 

 Indonesia has become a PIC/S member No.41, effective since 1st July 2012. 
 

 Regulatory Services 
−Please describe pharmaceutical regulatory services of your country in response to each topic described below. 
−It is recommended to add supplemental information such as systems, regulations, responsible administrators, 
since you are expected to explain them to other participants. 
– The regulation is provided only in bahasa on http://jdih.pom.go.id/ 
– Regulatory services for pharmaceutical product are conducted by NADFC, under the Deputy of Drug, 

Narcotic, Psychotropic, Precursor, and Addictive Substance Control, which responsible for the 
administration of: 

 Pharmaceutical Manufacturing 
• Administered by : Directorate of Drug, Narcotic, Psychotropic, and Precursor Production Control 
• Systems, Regulations :  

1. Regulation of NA-DFC No. 13 year 2018 on amendment of regulation of 
NA-DFC No. HK.03.1.22.12.12.8195 year 2012 on implementation of 
Good Manufacturing Practice (GMP). 

2. Regulation of NE-DFC No. 04.1.33.12.11.09937 year 2011 on 
Certification Procedure of Good Manufacturing Practice 

 

 Drug Import/Export 
• Administered by : Directorate of Safety, Quality, and Export-Import Control of Drug, Narcotic,  

Psychotropic, Precursor and Addictive Substance (Sub-Directorate of 
Export-Import Control of Drug, Narcotic,  Psychotropic, and Precursor) 

• Systems, Regulations : Regulation of Head of NADFC 

1. No. 27 year 2016 on Recommendation Procedure of Export and Import of 
drug, traditional medicines, medical supplements, and/or cosmetics as 
complementary goods. 

2. No. 5 year 2017 on importation control of drug and food materials into the 
territory of Indonesia 

3. No 4 year 2017 on importation control of drug and food into the territory 
of Indonesia 

 Marketing Authorization 

－ 393 －
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• Administered by : Directorate of Drug Registration 
• Systems, Regulations :  

1. Regulation of the Minister of Health No. 1010/Menkes/Per/XI/2008 
amended by regulation no. 1120/Menkes/Per/XII/2008 on Drug 
Registration, 

2. Head of NADFC Regulation No. 24 year 2017 on Criteria and Procedure of 

Drug Registration  
 

 Drug Distribution (including drug selection, procurement, sale) 
• Administered by : Directorate of Drug, Narcotic,  Psychotropic, and Precursor Distribution 

Control 
• Systems, Regulations :  

1. Regulation of NADFC Indonesia No. 9 year 2019 on Technical Guideline on 

Good Distribution Practice,  

2. Regulation of the Head of NADFC No. 25 year 2017 on the Procedure of Good 

Distribution Practice licensing 

 Medicine Safety (post-marketing) 
• Administered by : Directorate of Safety, Quality, and Export-Import Control of Drug, Narcotic,  

Psychotropic, Precursor, and Addictive Substance (Sub-Directorate of Safety 
Control of Drug, Narcotic, Psychotropic, and Precursor) 

• Systems, Regulations :  

1. Regulation of the Minister of Health No. 16 year 2013 on Pharmaceutical 

Industries,  

2. Regulation of the Head of NADFC No. HK.03.1.23.12.11.10690 year 2011 on 

Regulation of the Implementation of Pharmacovigilance for Pharmaceutical 

Industry  

 
※Example: Good Pharmacovigilance Practice 

 Relief System for Adverse Drug Reactions 
• None 

 

 Drug Pricing 
−Please describe about price control and drug price mechanism at public sector in your country. 
– Drug pricing policy is regulated and controlled by Ministry of Health  

– Regulation of Minister of Health no. 98 year 2015 on concerning the Provision of Information on the Highest 

Retail Price of Drugs 

 

 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.                         
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1. Number of pharmacists: ± 73.047 (2019)  
Source (Association of Pharnacist of Indonesia) 

2. Number of GMP inspector (National & Local): 111 personal (2018) 
https://www.pom.go.id/new/view/direct/industri-farmasi 

3. Number of pharmaceutical manufacturers / manufacturing sites: 220 (2019) 
https://www.pom.go.id/new/view/direct/industri-farmasi 

4. Number of traditional medicine manufacturers / manufacturing sites: ± 80 (2017)  
5. Number of pharmaceutical importers: ± 185 (2017)  
6. Number of pharmaceutical wholesalers: ± 2200 (2018)  

 
 

 
All participants. Please the following general information as much as you know.  

  Education and License of Pharmacists in your country 
（ ） Number of years in primary, secondary and high school education 

Primary                   6    years 
Secondary                             3        years  
High school                            3        years 
 

（ ） Number of years / weeks in the following categories during university or college 
University / college:             3.5-4    years 
Professional education:           1    year (including practical training in hospital 

pharmacy, community pharmacy, and/or national regulatory agency and/or pharmaceutical company) 
Practical training:            3 – 4   month 
Duration of training by each facility:    2 weeks – 2 month 
Hospital pharmacy:                    2 weeks – 2 month 
Community pharmacy:                 2 weeks – 2 month 
Pharmaceutical company:               2 weeks – 2 month 
Others:                                    weeks 
Age at graduation:                      23-24   years old 

 
（ ）Are there any national examinations for pharmacists in your country? 

Yes 
Academic Exams                1        days 
Clinical Practical Exams          1        days 

No 
（ ）Which of the followings must you fulfill to obtain a pharmacist's license? 

* If practical training is mandatory, give the subjects and training period. 
It is mandatory to take Community Pharmacy practice (at pharmacy) and government (eg. public 
health, Badan POM). While at the hospital and pharmaceutical companies, the training is carried 
out based on the chosen study. The practical training period at pharmacies is vary from 3 weeks to 2 

－ 395 －
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months (depend on university regulation) and the others are the same as already mentioned on 
number (2) above. 

 
* If practical training is optional, give the reasons. 

   (i.e. Training is necessary to prepare for the national examination)  
                                                          

（ ）Number of pharmaceutical university or college graduates: No official data available  
 The alumni's placement rate (%)   

a. Hospital and Community Pharmacy (government and private): 32%  
http://www.depkes.go.id/development/site/tenaga-kesehatan/ 

b. Government Organization:         N/A           % 
c. Enterprise:                      N/A           % 
d. Others:                         N/A           %  

 

 Side effect report 
The monitoring system of side effect report conducted by NADFC consists of : 

1. Spontaneous reporting from health care professionals using Yellow Form (post mail to NADFC), email to 

pv-center@pom.go.id or online reporting (http://e-meso.pom.go.id) 

2. Report from pharmaceutical industries in the form of: 

- spontaneous reporting/CIOMS Form (using post mail to NADFC, email to pv-center@pom.go.id or online 

reporting (http://e-meso.pom.go.id),  

- PSUR/PBRER , scientific publication and study reports (RMP), regulatory action in other country, and 

Marketing Authorization Holder action in other country (using post mail to NADFC or email to 

pv-center@pom.go.id). 

 

The rule and responsibility for side effect report as follows: 

1. Regulatory and pharmaceutical industy are collaborating in managing risk in term of risk-benefit ratio for 

population 

2. Healthcare professionals and healthcare facilities manage risk in term of risk-benefit ratio for patients 

3. Patients manage risk in term of personal values 
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Badan Pengawas Obat dan Makanan 
(BPOM/NA-DFC)

1  

    
Indonesia

Nita Widhatiningsih

Badan Pengawas Obat dan Makanan (BPOM)/
The National Agency of Drug and Food Control (NA-DFC)
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Background

• BPOM is a non-ministerial government
institution led by Chairperson, which
directly responsible to the President of
Republic of Indonesia.

• BPOM has 33 regional offices which
supported by accreditated laboratories in
each office (ISO/IEC 17025: 2005)

3  

Scope of Drug and Food Control

2 
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2. Good Practice

Achievements
2011-2018
• Part of the team in developing regulation related to

bioequivalence studies.
• Evaluation of bioequivalence study protocol and report 

of generic medicinal product 
• Part of the bio-equivalence study inspection team 
2018-present: as a part of the team which develops the
regulation on drug safety and efficacy, such as draft
Guideline on Evaluation of Safety and Efficacy of
Anticancer Drug, and draft Guideline on Risk Management
Plan.

5  

1. Introduction of the work
(2) Job tenure

As part of the team which develops the regulation on drug safety and efficacy
Eg. Guideline on bioequivalence studies 

(3) The role and position of pharmacist in Indonesia briefly described as follows:
a. In pharmaceutical industries: manufacturing of drug as well as drug

development, including quality control of Pharmaceutical Preparations,
security, procurement, storage and distribution or distribution of drugs,

b. Health care facilities: Management medicine, procurement, storage and
distribution or distribution of drugs, medical services for prescription,
services drug information,

c. Government/regulator: development and implementation of national
regulation relate to drug, including development of guideline/standard,
drug control, technical guidance relate to drug, coordination with central
and regional government agencies for drug control; enforcement of
violations of the provisions of laws and regulations with regard of drug,
etc.

4  

－ 399 －



4. Your interests

• Pharmaceutical regulatory system and its problems in
Japan and other countries

• Regulatory systems in Japan to facilitate the
development of new drugs through the SAKIGAKE
Designation system and Scheme to rapid authorization
of unapproved drug.

• Having other perspectives regarding management for
access to quality medicines that may be applicable to be
implemented in Indonesian drug regulatory system

7  

3. Difficulties/Lessons Learned from Past Experience

 Difficulties on implementing risk impact assessment during
regulation development.

 Method/analysis for measuring policy effectiveness

6  
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MOH

Minister of 
Health

The 
Technical 
Deputy of 

the 
Ministry

Directorate 
of 

Technical 
Affairs

Pharmacy department

Registration department

Department of Need Estimation

Quality Control laboratory

National Committees for Pharmaceuticals & Herbal 
Selection

Herbal products department

The State Co. for Marketing Drug 
and Medical Appliances 

High Committee for Drug Policy

Syndicate of Iraqi 
Pharmacist

P L     A

N  N  AL A
c  P armaceutics

   

－ 411 －



or the linical Pharmacy Division, which belong to,
it is responsible for

1. ssuing instructions for the rational use of
medicines

. Ensuring the good uality of medicines and medical
supplies

. Supervising the programs of clinical pharmacists
residency

4. ontrolling the special functions of clinical
pharmacist ( DM, D , V admi tures, admi tures of
chemotherapy, etc.)

  

1. Division of Pharmacy in Public Health institute

. Division linical Pharmacy

. Division National Drug Manufacturers

4. Division Private mporting

. Division Narcotics ontrolled Substances

6. Division Pharmacovigilance

. Division Pharmacy and herapeutic ommittee
(P )

. Division Medical Appliances

－ 412 －



  
he pharmacist roles would be in

Selection of pharmaceutical products

Registration

Procurement and Distribution

mporting

uality control

Manufacturing

Mar eting Authorization

Patient care

Post mar eting monitoring

Pricing

     

ssuing instructions and controls for the
rational and correct use of medicines,
(antibiotics, analgesics, anesthetics)

linical Pharmacy residency programs

DM

D
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e have many achievements to improve our good
practice li e

Developing new regional labs to decrease the
time re uired for release patches (on going)

Developing PhV center for post mar eting
monitoring

Developing sub-specialty in clinical pharmacy to
ensure rational use of medicine (on going)

sing the new technologies li e electronic records
to save time, efforts and money. (on going)

  

echnical

Educational

raining

Administrative

political
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ac of physician commitment to the
national list and protocols

Shortage of medicines and appliances
because of the procurement system

ac of patient adherence

Political and favoritism issues

1

On site visit for registered manufacturer to
ensure the uality of the imported
medicines

pdating the MP for our manufacturers
according to the global criteria (on going)

reatment protocols and guidelines (on
going).
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1. Organizational Chart 

 

 
 

The Ministry of Health is a central management authority, which collaborates with the 

Food and Drug Department to regulate implementation of the inspection and removal of 

drug from the market, the Food and Drug Administrative Committee, according to the 

decree No. 49 of the Council of Ministers, has the role to assure quality of Food and 

Drug, when problem on quality of food and Drug occurs, the Food and Drug 

administrative Committee should coordinate with the Ministers (Prime Minister’s 

Office). 

－ 420 －



Food and Drug Organization Chart 
 
 
 

◆ Vision:  

- To ensure good quality, safety and efficacy of drug and Food for Lao people  

◆ Mission: 

• Develop and implementing strategy and Policy   

• Develop, implementing and enforcement of law and regulation governing Food, 

Drug and Medical Product 

• Pre-marketing and Post marketing surveillances activities   

• Strengthening of quality assurance system including quality control for Food, Drug 

and Medical Product 

• Continue education for both public and private providers  

• Promotion of rational use of drug amongst health worker as well as communities  

 

The Food and Drug has responsibility for consumer protection on food and drug based on 

the Forth MoH’s action plan, In the Organizational structure of the food and drug 

Department there are seven divisions in the organization chart, for the Drug Control 

Division is a one in Charge of the Pharmaceutical Regulatory Systems on Ensuring Access 

Food and Drug Department 

Administration Div., 

Drug Control Div., 

Food Control Div., 

Pharmacy Hospital Management Div., 

Narcotic-Chemise-Cosmetic Control Div., 

Traditional Medicine Control Div., 

Bureau of Food and Drug Inspection (BFDI) 

Food and Drug Quality Control Center 

Medical Product Supply Center 

18 Provincial Food and Drug Unit 

Drug Registration 
Committee 

Food and Drug 
Committee 

GMP 
Committee 

Essential Medicine 
Committee 

Information Education and Communication Div., 

Manufacture No.2 and No.3 
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to Quality Medicine and for the Pharmacy Hospital Management Division Ensuring  

access the Essential medicines, Rational use of medicines and Pharmacovigillance in 

Health facility. 

 

2. Legislation on Pharmaceutical administration 
The Legislation establishment is one of the thirteen elements (priorities) in the National 

Policy to assure that the successful implantation of the Drug policy through using the 

related, updates appropriate law and regulations. The first Law on Drug and Medical 

Product endorsed and promulgated in the late year 2000, the law consist 8 sections and 45 

articles, based on this law, many related regulations as listed below had been formulated 

and revised in order to facilitate the control and management on the quality safety and 

efficacy of medicine. 

1. Revised National Drug Policies, dated on 13/8/2003 

2. Revised Drug and Medical Product law issued in 21 December 2011 

3. Degree for National Health Insurance No. 470/Gov., dated 17 Oct 2012 

4. Degree for Traditional Medicine No. 155, dated 30 Sep 2003 

5. Regulation for Drug registration No. 1441, dated 13 Aug 2003 

6. Regulation Establish Factory and Company No. 1820, dated 25 Aug 2017 

7. Regulation for Pharmacy No. 2922, dated 21 Sep 2016 

8. Regulation for good manufacturing practice and quality control of drugs No. 1021, 

dated 11 Aug 1999 

9. Regulation on Good Manufacturing Practice No. 937/MOH, 12/07/2004 

10. Regulation for disposal of medicines including vaccines No. 1862, dated 05 Aug 

2016  

11. Decision/Approval based on National medicine policy main goal and related 

components 

12. Regulation of Donation of Drugs and Medical Product No.2579/MoH dated 12th 

Nov 2003 concerning Drug and Medical Equipment Donation. 

13. Regulation on the banned drug in Lao No.1018/MOH  in 2003 

14. Regulation on specific controlled medicine and uncontrolled and OTC Drug 

No.2580/MOH, on 25/11/2002 

15. Regulation on concerning Food, Drug and Medical Equipment Advertisement No. 

2581/MOH  in 2003 

16. Revolving Drug Fund Guideline 

17. Lao Pharmacovigillance Guideline 
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18. Good Manufacturing Practice Guideline  

19. The ASEAN common technical dossier (ACTD) for the registration of the 

pharmaceuticals for the human use.    

20. Draft SOP for recall Drug and medical Product 

21. Draft SOP for fast track registration 

22. Draft SOP for Causality assessment 

23. Draft for filling ADR Form and reporting ADR Cases 

24. Draft for Quality Management System (QMS) Manual 

25. Draft for Good Regulatory Practice (GRP) Guideline  

 

So far, based on the Scio-economic growth, and integrations to ASEAN harmonization in 

pharmaceutical areas, the law on Drug and Medical Product has been revised, endorsed 

end of 2011, this revised law has been added new five articles regarding Monitoring 

Quality of Drug and Medical Product (Post Marketing Surveillance); Classification of 

Medical Device, Intellectual Property Right Protection; Clinical Trial Test in the 

Laboratory and Etc….the revise law has 50 articles. The above existing regulation needs 

to be revised. 

 

3. Regulatory Services 
Drug Division in charge of the Pharmaceutical Regulatory Systems on Ensuring Access to 

Quality Medicine respectively: 

◆ Pharmaceutical Manufacturing 

- Licensing of manufacturing site: 

Licensing and Registration is a pre-marketing authorization activity with belong to the 

responsibility of Drug business Control Division. Within this Division, the licensing for 

manufacturing site and the qualification of the product activities are under to control of the 

Licensing Unit.  

-  Licensing pharmaceutical Company and pharmacy: 

The Licensing for Pharmaceutical to operate pharmacy is belong to Drug Business Control 

Division responsible for evaluating the compliance with law and regulation before issuing 

the license for the pharmacist for instance, we check pharmacist qualification and 

appropriate room and location of pharmacy, According to the article number 18 of law and 

Medical Product, The sale at retail of drugs and medical products shall be conducted by 

authorized retail pharmacies only. 
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- Drug Registration System:  

According to the regulation No. 1441, on August 13, 2003 covering drug registration in 

Lao PDR, every drug before marketing must be registered. The drug selection for 

registration is mainly based on National Essential Medicine List and needs of hospitals. 

Now the drug products has registered about 1,962 items (2019), there are the import 

production 1610 items (2019), the local production 352 items (2019) and traditional 

medicines and Health supplement registered 500 items (2019). 

In registration system, after 3 years the companies have to submit application forms for 

renewal of registration. The procedure of registration is divided into 2 steps: 

• Step 1: Application for the permission to import or manufacture drug sample 

intended to be registered. 

• Step 2: Application for the approval of granted credential certificate 

 

◆Drug Import/Export 

      The drug Import/Export must only be license Certificate of the pharmaceutical 

companies and the product must be registered, for the process the pharmaceutical 

companies must be submit the documentation of import to Food and drug Department as 

following detail: 

- Letter from the company for importation request 

- Purchase  order 

- Invoice 

- Packing list. 

       In current, There is no any pharmaceutical product exported since the capacity of 

domestic pharmaceutical manufacturer still not reach the ASEAN GMP requirement.  

Remark: For Donation of Drugs and Medical Product from Health Program not to be 

registered, the document that required are: 

- Letter from the Health Program for importation request 

- Purchase  order 

- Invoice 

- Packing list  

- Certificate of Origin 

- Certificate of Analysis 

- GMP 

- For Vaccine there should have Certificate of lot release and Prequalified from WHO.  
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◆Marketing Authorization  

       The marketing authorization for import pharmaceutical products is as mentioned 

above, the importer must has the license Certificate and the product must be registered, for 

the domestic manufacturer must has the GMP certificated which is issued by Ministry of 

Health Lao PDR, and the pharmaceutical products must be sent to the Food and Drug 

Quality Control Center for analysis, the registration of the products must be after getting 

their Certificate of Analysis. The registration certificate is invalid in 3 years period, 

therefore the domestic and import products must be re-registering in every 3 years. 

 

◆Drug Distribution ( including drug selection, procurement, sale ) 

       The Ministry of Health established Procurement and Supply Committee for Medicines 

and Medical Products No. 0150 / SAT in January 24, 2017. This Committee has been 

revised o 22 March 2019, No. 0583. 

         This Committee consists of Food and Drug Department, Finance Department, 

Cabinet, Department Health Care and Rehabilitation, Department of Health Education and 

research, Department of Planning and Cooperation, and other related Ministry. Under 

Food and Drug Department, the Medical Product Supply Center is appointed as a 

coordination agency for facilitating procurement process of medicines and medical 

products. 

        In the past, decentralized system was use for procurement of medicines and medical 

products, but currently the Medical Product Supply Center has started central tendering 

procurement for the 5 central hospital and 3 centers, 06 southern provinces and this year 

expand to 09 northern provinces. 

 

◆ Medicine Safety ( post-marketing ) 

        The Food and Drug Department in cooperation with 

 and the Food and Drug Quality Control Center play a key role in monitoring 

quality and safety of pharmaceutical products in the market.  

        For inspection in Public and private sector is conducted once year using the 10 

indicators for monitoring as following: 

1. Order in the Pharmacy 

2. Banned drug 

3. Availability of ED with INN + clear label 

4. Quality of Drug + Expiry date 

5. The correct bill 
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6. Drug dispensing 

7. Knowledge of drugs sellers 

8. Prescription for antibiotics drug 

9. Essential equipment and documents 

10.  Presence of technical staff 

 One of the requirements for drug registration is that a sample of the product 

should b e  sent for analysis. Since the company applying for registration selects the 

registration sample, it might not necessarily be representative of the quality of the product 

that will be eventually marketed. Post-marketing surveillance, i.e. analysis of sample taken 

from the distribution chain by the BFDI, essential to identify substandard and counterfeit 

products. 

 

◆ Relief  System for Adverse Drug Reactions 

          In year 2008, we organized training course for ADR to the pharmacists and Drug 

Therapeutic Committee of central and provincial levels whole country, and the ADR 

Report forms were developed and distributed to all hospital, but the reporting was not very 

actively. In the year 2012, the FDD is implementing the pilot project on PV focus on 

retroviral medicines, PV report Form has been developed and safety reports are requested 

to all cases. Laos became official Uppsala Monitoring Center as WHO system of ADR 

report as 122 member countries in May 2015. 

          In year 2017, we has combined training course for ADR & AEFI,  the WHO support 

Funding to Training of Trainer for Provincial and District level: in year 2018 there are 06 

Provinces and in year 2019 to expand 05 Provinces. 

         Case for ADR & AEFI report are following: 
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4. Drug Pricing 
There is no pricing control in private sector. In Public sector the guideline on drug 

revolving fund has been use for pricing of medicines with 25% markup. However, 

currently the National Health Insurance Bureau has implemented health insurance 

program using capitation and case based payment. 
There has been an issue of high price of medicines in the country. Therefore the Food and 

Drug Department conducted a survey on Medicine price and availability in Lao PDR in 2013 using 

WHO/HAI methodology. The results of this survey  has highlighted several areas in need of 

attention for further in-depth study and development of new policies/regulations to increase 

affordability and availability of essential medicines in the country as core element of good quality 

health services.  Also, increase procurement distribution efficiency and/or new medicine pricing 

policies/regulation can result in higher availability and affordability of essential medicines and 

improved access for all.  Most importantly, access to affordable medicines can make further 

progress towards Universal Health Coverage (UHC) as high prices of medicines can be a burden to 

the patients for access to health care services particularly the poor  to cover Lao population 
         This year in May, a scoping exercise on medicine pricing control has been conducted and 

there has been some recommendation for the next step in term of medicines pricing control. 

 

5. Statistic Data 
a/. Number of Pharmacists 

(Average number of Pharmacists by category (Data year 2017-2018) 

Data      2684 

Years     2018 

  

b/. Number of GMP inspection 

Data         13  (GPM Committee) 

Years        2019 

 

c/. Number of Pharmaceutical manufacturers/ manufacturing sites 

Data           8 

Years         2019 

 

d/. Number of traditional medicine manufacturers/ manufacturing sites 

Data           4 

Years          2018 
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e/. Number of traditional medicine household 

 Data           13 

Years          2018 

 

f/.Number of pharmaceutical importers 

Data           77 

Years          2019 

 

g/. Number of pharmaceutical wholesalers 

Data           2684 

Years          2019  

6. Information on your hospital pharmacy 
   ◆  Organization chart of the pharmaceutical department or the pharmacy to  

which you belong 

     Remark: This is a presentation information of only one hospital  

-  Roles, responsibilities and missions 

Drug division is a crucial and indispensable division which is responsible for seeking the 

source of medicines, medical devices and other chemicals to become available for demand 

of each division, sectors and relevant units who provide the healthcare of patients in the 

hospital.  

Research, contact and collaboration with divisions, sectors, and health centers which 

belong to ministry of health for discussion on medicines- medical devices-chemicals to 

follow up on registered and unregistered medicines in Laos.  

◆ Organizational structure of Mahosod Hospital  

 

 

 

 

 

 

 

         

Chief of Division 
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 Pharmacy Hospital Division consist: 1 Chief, 2 Deputy chiefs and there has 6 Sectors. 

 
06 sectors: 

 Medicine Storage Management Sector 
 Medical Device Storage Management Sector 
 Medical Device Supply Sector 
 Medicine Supply Sector 
 Medicine Service Sector 
 Medical Device Service Sector 

 
      a/. Number of section chiefs: 

      Data      1  

      Years     2019 

 

     b/.  Number of deputy chiefs 

      Data       2  

      Years      2019 

     c/. Number of managers: 

       Data       6 

       Years      2019 

 

◆ Number of staff 
 
     a/. Number of pharmacists 

       Data     05 peoples 

       Years    2019 
 
     b/. Number of clinical pharmacists 

       Data          01 peoples 

       Years         2019 
 
      c/. Number of technicians: 
 

       Data          34 peoples 

       Years       2019 
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◆ Number of the kinds of drugs managed in your pharmacy or hospital 

            Item Number 

Oral Medicines 150 

Injections 135 

Medicines for external Use 45 

Total: 330 

 

◆ Number of prescriptions dealt in your pharmacy per day 

            Item Number 

inpatients 650 

Outpatients 450 

 

◆ Equipment of the pharmacy in your hospital: 

       At the hospital have a dispensary room and the room  area about 80 m2,  in side of the 

room there are rules and facilities available such as cabinet for general medicine, cabinet 

for psychotherapy medicine, cold storage for cold medicine, medication tray and so on..., 

there are also have computer and use excel sheet system for the control and  recode of 

medicine information, there are also have the Therapeutic Drug Monitoring in Hospital, 

there can use internet at the pharmacy for sending report of medicine to its related and 

connect for m-supply program in Drug Storage. 

 

7. Education and License of Pharmacists in your country 
  
( 1 ) Number of years in primary, secondary and high school education 
 

Items Number 

Primary 5 years 

Secondary 4 years 

High school 3 Years 
 
 
( 2 ) Number of years / weeks in the following categories during university or college 
     Sample for Pharmacist Education: 
 

Items Number 

University / college:                                         5 years 

Professional education:               2 years 
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Practical training:                 2 years 

Duration of training by each facility:           1year 

Hospital pharmacy:                           4 weeks 

Community pharmacy: 4 weeks 

Pharmaceutical company:                     4 weeks 

Others:                                        4 weeks 

Age at graduation:                                25 years old 

 

( 3 ) Are there any national examinations for pharmacists in your country? 
 

Items Number 

Academic Exams                     5 days 
Clinical Exams                  Based on a completion of the 

practical training 
 
（４）Which of the followings must you fulfill to obtain a pharmacist's license? 
 

1 To be a university or college graduate  

2 Pass the national examination 

         3 Conclude practical training after graduation 
 

（５）Number of pharmaceutical university or college graduates: 
 
- Approximate 70-80 person per year 

 

The alumni's placement rate (as of: 100 %)  
 

Hospital 30 % 

Community Pharmacy 15 % 

Government Organization 30 % 

Enterprise 20 % 

Others  5 % 
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Part I:  INFORMATION SHEET 
 

Regulatory Systems on Ensuring Access to Quality Medicines （JFY 2019） 
       Name:  Phrueg Apilardmongkol    
       Country: Thailand     
       Organization/Department/Division:   
       Planning and Regulatory Affairs Division,  
       Quality Assurance Department    
       The Government Pharmaceutical Organization  
 
 Organizational Chart 
 

 
Chart: Thailand’s National Drug system 

 
Pharmaceutical Administration 
Food and Drug Administration (FDA) responsibilities including of; 
• Pre-marketing Control: This includes control of manufacturing facilities, product quality and advertising 
before product-launch to the market. 
• Post-marketing Control: To maintain compliance with approved products and with legislation and regulations. 
• Surveillance Program for Consumers' Safety Operational centers, e.g. Adverse Product Reaction Monitoring 
Center (APRMC), exchanged with other agencies at local and international level to detect any adverse effects or 
unexpected outcomes from consumer use of products. 
• Consumer Education: To provide health products’ information. 
• Technical Support and Cooperation with other Agencies: Conduct seminars and workshops, with participants 
from both public and private sectors. 
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Chart: The Government Pharmaceutical Organization 

 
Pharmaceutical Research, Manufacturing and Marketing 
The Government Pharmaceutical Organization (GPO) 
• To manufacture, sell, and supply drug products and medical supplies. 
• To maintain necessary price level of drugs and medical supplies for the Thai society to ensure people's 
accessibility. 
• To research and develop new pharmaceutical products and medical supplies to respond to the need of the Thai 
society. 
 

 Legislation on pharmaceutical administration 
 

 National Level 
・Drug Act, 1967 (B.E.2510) revised 2019   administered by Bureau of Drug Control   
・The Narcotics Act 1979 (B.E.2522) revised 2019 administered by Narcotics Control Division  
・Psychotropic Substances Act 2017 (B.E.2559)  administered by Narcotics Control Division  

 Local Level 
・Ministerial Regulation by Ministry of Public Health administered by FDA & Public Health Office  
・Ministry Announcement     administered by FDA & Public Health Office  

 PIC/S 
・Yes since August 1st, 2016   
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 Regulatory Services 
 Pharmaceutical Manufacturing 
・Good manufacturing practice  administered by FDA, TIPA, TPMA     
・Good laboratory practice  administered by FDA, TIPA, TPMA     
・Good clinical practice  administered by FDA, TIPA, TPMA     
・Drug registration   administered by FDA, RAPAT      
 

 Drug Import/Export 
・Drug registration   administered by FDA       
・Knowledge sharing from FDA administered by PREMA, RAPAT     
 

 Marketing Authorization 
・National Median Drug Price administered by National Drug System Development Committee   
・Drug advertisement control administered by FDA, MPAT, PREMA      
 

 Drug Distribution (including drug selection, procurement, sale) 
・Drug procurement   administered by National Drug System Development Committee , FDA  
・Good distribution practice administered by FDA        
・Good storage practice  administered by FDA        
  

 Medicine Safety (post-marketing) 
・National List of Essential Medicines  administered by National Drug System Development Committee  
・Hospital Accreditation  administered by FDA, HP       
・Safety Monitoring Program  administered by FDA, Drug manufacturer     
・Post-Market surveillance administered by FDA, HPVC       
 

 Relief System for Adverse Drug Reactions 
・Safety Monitoring Program administered by Drug manufacturer, Hospital     
・Spontaneous ADR report administered by Drug manufacturer, CPA     
・Post-Market surveillance administered by FDA, HPVC       
 
Abbreviation and Acronyms 
MoPH  Ministry of Public Health 
NDI  National Drug System Development Institute 
FDA  Food and Drug Administration 
GPO  The Government Pharmaceutical Organization 
RA  Regulatory Affairs / Regulatory Authorities  
PAT  Pharmaceutical Association of Thailand under Royal Patronage 
RAPAT Regulatory Affairs Pharmacist Association 
PReMA Pharmaceutical Research and Manufacturing Association 
TPMA  Thai Pharmaceutical Manufacturing Association 
MPAT  Marketing Pharmacist Association 
HP  Hospital Pharmacist Association 
CPA  Community Pharmacist Association 
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 Drug Pricing Please describe about price control and drug price mechanism at public sector in your country. 
 
National Drug System Development Committee is the coordination group between Ministry of Public Health, 
Ministry of Commerce, and Ministry of Finance; aim to support patients to access the medicines, rational drug 
use and reduce the rate of drug resistance. The Committee announced The National list of Essential Medicines 
(NLEM) since 2013 and has been annually revised. NLEM can be divided into 6 groups including of 
 A: First line drug complied with medical guideline 
 B: Second line drug, after the first line drug was ineffective or ADR occurred 
 C: Drugs with multiple indications, must have been prescribed by medical specialist 
 D: Drugs with multiple indications, higher price than A and B lists. The drug may have chance of 
improper drug use. This drug group must have been prescribed by medical specialist 
 E1: The drug is in clinical researching, all patients must be monitored 
 E2: Patients need a special management to access the drug.   
In 2018, the committee announced the National Drug Median Price to maximize cost-effectiveness for the 
hospital. The drug median price and NLEM works together to reduce the drug price for better access. 
National Drug Median Price affected only at the government hospital. For private sectors, the median price or 
ceiling is not set. But the drugs’ price must have been announced to the patients, including of purchased price 
and selling price. 
The drug median price list will be revised annually in the same way as NLEM. Latest announcement of target 
drug groups including of H2RA / PPI, NSAIDS, Antilipidemia, ACEI, ARB, Antiplatelet, Glucosamine, Drug 
affecting bone metabolism, and Anticancer. 
 

 Statistic Data 
1. Number of pharmacists        40,152 (2019) 
2. Number of GMP inspector (National & Local)    National 38 (2019) 
3. Number of pharmaceutical manufacturers / manufacturing sites   160 (2018) 
4. Number of traditional medicine manufacturers / manufacturing sites   879 (2017) 
         GMP accredited 36 (2018) 
5. Number of pharmaceutical importers       811 (2018) 
6. Number of pharmaceutical wholesalers      194 (2018) 
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 Information on your industrial pharmacy 
 

 
 

(1) Organization chart of the pharmaceutical department or the pharmacy to which you belong. 
 a. Number of department director: 14 
 b. Number of division manager: 14 
 c. Number of section header: 60 
 
(2) Number of staff 
 a. Number of pharmacists: 374 
 b. Number of R&D pharmacists: 85 
 c. Number of PD pharmacists: 118 
 d. Number of QA & QC pharmacists: 95 
 e. Number of Marketing Pharmacists: 18 
 
(3) Number of the kinds of drug products 
 a. Oral medicine: 139 
 b. Injections: 10 
 c. Medicines for external use: 14 
 
  

Quality Assurance 
Department 

Regulatory Affairs 
Division 

Pharmacovigilance 
Division 

Validation Division 

Quality System 
Development 

Division 
Raw Materials 

Standards Division 

Finished Products 
Standards Division 

Biological Products 
Standards Division 

Microbiological 
Analysis Division 
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 Education and License of Pharmacists in your country 
(1) Number of years in primary, secondary and high school education 
   Primary  6 years 
   Secondary 3 years 
   High school 3 years 
(2) Number of years / weeks in the following categories during university or college 
   University / college:   6 years 
   Professional education   4 years 
   Practical training:   1 year 
   Duration of training by each facility: 6 - 12 weeks 
   Hospital pharmacy:   At least 6 weeks 
   Community pharmacy:   At least 6 weeks 
   Pharmaceutical company:  24 - 42 weeks 
   Others:     6 - 18 weeks 
   Age at graduation:   23 - 25 years old 
(3) Are there any national examinations for pharmacists in your country? 
  Yes  Academic Exams  (MCQ)  2 days 
    Clinical Exams  (Practical) 1 day 
(4) Which of the followings must you fulfill to obtain a pharmacist's license? 
• Every pharmacy students:  At least 6 weeks on hospital clerkship    
    At least 6 weeks in drugstore clerkship    
• Clinical pharmacy students:  At least 6 weeks inpatient care clerkship     
    At least 6 weeks outpatient care clerkship   
• Industrial pharmacy students: At least 6 weeks quality assurance clerkship   
    At least 6 weeks manufacturing clerkship   
(5) Number of pharmaceutical university or college graduates: (approx.) 2,000  people / per year 
   The alumni's placement rate (%)   
   a. Hospital    35 % 
   b. Community Pharmacy   15 % 
   c. Government Organization  20 % 
   d. Enterprise    25 % 
   e. Others     5 % 
 

 Side effect report 
 
Health Product Vigilance Center (HPVC), under supervision of Ministry of Public Health responsible for 
collecting ADR report from other local and international sections. Health products surveillance program are 
including drugs, medical devices, herbal medicine, vaccines and biologics drugs. 
ADR data has been collected from hospitals, clinics, drugstores, manufacturers, and international organization. 
After collecting of report, HPVC collaborates with FDA to monitor safety of health products, including recall 
and alert system. Classification of ADRs can be divided into Non-serious ADR, and Serious ADR including; 
Death, Life threatening, Comorbidity, Teratogenicity. 
Surveillance system including of; 
 1. Spontaneous reporting of ADRs (passive surveillance) received from hospitals, manufacturers, 
 drugstores or international organization. 
 2. Stimulated passive surveillance 
  - Safety Drug Monitoring Program conducted by drug manufacturer 
 3. Active surveillance 
  - Intensive Drug Monitoring (Drug Event Monitoring) in high alert drugs. Patients should be 
 monitored in hospital during the medicine course. 
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1

Introduction of the work

Roles and Positions of Pharmacist in Thailand

Education pharmacist

Drugstore pharmacist

• Drug distribution and dispensing
• Follow up and patients visit

Hospital pharmacist

• Drug warehouse
• Extemporaneous preparation
• Therapeutic drug monitoring
• Drug dispensing

Research pharmacist

• Drug formulation development
• Clinical research
• Drug import / registration

Industrial pharmacist

• Drug manufacturing control
• Quality assurance and quality control

Marketing pharmacist

• Medical representative

THE GOVERNMENT PHARMACEUTICAL ORGANIZATION

Ministry of Public Health

THAILAND

Phrueg Apilardmongkol
Pharmacist, Regulatory Affairs
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Introduction of the work

Organization and Department 

• Regulatory Affairs Division
Job Tenure

• Drug registration, technical 
dossier preparation

Engaging Regulatory Service

• Pre-Marketing Registration
• Post-Marketing Monitoring
• Export / Import Products

My Roles and Positions

Introduction of the work

Organization and Department

The Government Pharmaceutical Organization

Research & 
Development Institute Drug Manufacturing Department

Biological & Sterile  
Product Department

Beta-Lactam 
Division

Non-Sterile Product 
Division

Quality Assurance 
Department Marketing Department

Regulatory Affairs

Validation Division

Quality Control

Quality Assurance

- Tablets Section
- Capsules Section
- Semisolid Section
- Solution Section 

- Bacterial Vaccine Division
- Viral Vaccine Division
- Laboratory Animals Division
- Carbapenem Division

Warehouse

Drugstore

Foreign Affairs 
Division

- Penicillin Section

－ 482 －



Difficulties/Lessons learned from past experiences

• Utilization of drug database

• Harmonization of drug registration data between Thailand and overseas

• Data storage and management of registered data

• Handling post-marketing control

Regulatory Affairs

Technical drug 
dossier (CTD / ACTD) 

preparation and 
submission

Variation of drug 
dossier

Preparation of import 
and export products

Developing dossier 
for electronics drug 
submission system

Experiences About Good Practice

Good practice
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Interests

1. Related regulation in drug research and development

2. Post - marketing control system for drug manufacturer

3. Prescription system in Japan
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T e  overnment  is  committed  to  a  vision  of  ensuring  safe   effective   relia le  uality  

essential medicines to  e avalai le at afforda le cost at all times to t e entire population of 

Timor Leste  T e national drug Policy t ere for recogni es t at priorities must  e made in 

terms  of  selecting  drug  of  supply   to meet  t e most  important  needs  of  t e  ealt care 

system  solving t e most important  eat  pro lems of t e population  

issio  

onsistent t e vision statements  t e mission of ministry of  ealt   is strive to ensure t e 

avalai ility and afforda ility of  ealt  services  to all t e people of Timor leste  to regulate 

t e  ealt   sector  and  to  promote  community  and  sta e olders   participation  including 

ot er sector  

 rgani ational hart ttach  
 Legislation on harmaceuticals dministration 

a  The Medicine Law; (Parmaceutical Law, Drug Law). 

Amn updated Drug La  of t e  epu lic of Timor Leste s all form t e legal  asis 

and frame or  for regulatory control  matc ing o ectives of t e National Drug 

Policy   t s all incorporate elements of e isting rules and regulations  ic  are in 

line  it   t is  policy  ollo ing  enactment  of  t e  La y  t e  relevant  odies  

detailed regulations governing t e standards and procedures for carrying out t e 

provisions of t e la  s all  e formulated   

Scope of  t e  a  decrees and duidelines  forming a  regulatory  frame or   for 

t e p armaceutical sector  

T e Legal and regulatory frame or  s all include t e follo ing  

Specifics   ational  rug  egulatory  Aut ority  synonyme   ational  rug 

Administration  

 T e  la   s all  pave  t e  ay  for  t e  esta lis ment  of  a  National  Drug 

Administration  syn   National  Drug  egulatory  Aut ority   in  t e 

organi ation of t e  inistry of Healt  

－ 489 －



 

 
 

 ts duties and po ers regarding t e enforcement of t e Drug La   it  

tec nical regulations for aut ority and aut ority  clearly defined in t e 

Drug La  

 T e  National  Drug  Administration  s all  e  t efocal  point  for 

implementation of t e National Drug Policy  

 T e National Drug Administration s all  e advised  y a advisory  ody  

ereinafter called Advisory  oard  

 

Access To Medicines And Pharmaceutical Supply

b. 

S MES

T

S MES L T

L

c. T ere  is no  local  level  legislation  for p armaceuticals   ut Timor Leste  is 

currently  implementing  a  decentrali ation  plan  ic   ill  implement 

responsi ilities  for  t e  municipalities   At  t e  National  level   DN   and 

A   ave  different  responsi ilities  for  t e  p armaceuticals  supply 

c ain

 ator   r ic s 

P armaceutical  anufacturing   NA  drug  import Department  of  P armacy 

oversee  registrations  for  local  imports   A   can  procure  and  import 

medicines  for  use  in  t e  pu lic  system  it out  registration   ar eting 

aut ori ation NA  Drug  Distri ution   A   ave  a  five  years 

plan  procurement manual   A  also  ave a separate procurement la  to 

facilitate procurement of medicines  Adverse drug reactions  reporting at t e 

department of p armacy

 ic si  of Import rs   ho sa rs a   harmaci s 
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T e  inistry of  Trade and Development  is  responsi le  for  issuing a  general  trade 

license  for  any  corporation   efore  it  can  apply  to  t e  Drug  Administration  for 

license to operate as medicine importer   olesaler or retail p armacy  

Legislation  s all  re uire  t at  importers   olesalers   p armacies  and  ot er  retail 

outlets  

 

e  licensed  y  t e  National  Drug  Administration   and  ulfill  standard 

re uirements of t e  inistry of Healt  in providing and maintaining suita le 

premises and  uality procedures including appropriate storage conditions for 

medicines to preserve t eir  uality and efficacy  ood Distri ution Practices  

and t at  ualified personnel are availa le to endure good p armacy practices 

P armaceutical personnel  and  ealt care personnel  it  rig t to prescri e  

s all  e  licensed  y  t e National Drug Administration  and  ept  in  updated 

recording  data ase  in  t e  Drug  Administration   and  in  updated  printed 

records over licensed prescri ers  provided to all p armacies  it    updates 

per year  

 ici     r   istratio  a   ar ti   thori atio  

Approval  is  re uired  t roug   egistration  of  a medicine  for  approved  purpose s  

indications   efore a medicine can  e imported  sold or used in Timor Leste   nly 

medicines  it  ade uate documentation a out its efficacy and its safety  in its use 

for t e suggested indication s  can  e approved  t registration   n addition  import 

license and mar eting aut ori ation from t e Drug Administration is re uired  efore 

any product is allo ed on t e mar et   egulations for issuing or denying mar eting 

aut ori ations s all  e clearly defined and s all  e  ased on evaluation of  safety  

efficacy   uality and need  approved  t registration   n addition  importlicense and 

mar eting  aut ori ation  from  t e  Drug  Administration  is  re uired  efore  any 

product  is  allo ed  on  t e  mar et   egulations  for  issuing  or  denying  mar eting 

aut ori ations s all  e clearly defined and s all  e  ased on evaluation of  safety  
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efficacy   uality and need  approved  t registration   n addition  importlicense and 

mar eting  aut ori ation  from  t e  DrugAdministration  is  re uired  efore  any 

product  is  allo ed  on  t e  mar et   egulations  for  issuing  or  denying  mar eting 

aut ori ations s all  e clearly defined and s all  e  ased on evaluation of  safety  

efficacy   uality and need  

ar eting Aut ori ation s all  e valid for a specified period of  time and a  revie  

s all  e re uired for rene al of registration  A registration fee s all  e c arged for 

p armaceutical and ot er products as determined  y  inistry of Healt  A data ase 

for  registration  and  monitoring  imports  of  p armaceutical  products  s all  e 

developed  
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ost  ar ti   r i a c  

All mar eted medicines  s all  e  under  vigilance  to  ensure  constant  conformity 

it  t e conditions and terms of t e mar eting aut ori ation and safety 

 r   rici  

edicines are provided free of c arge in all pu lic  ealt  facilities   A  Procure 

medicines at internationally competitive prices  

  

  

 catio  a   ic s  of pharmacist i   imor st  

 Num er of years in primary  secondary and  ig  sc ool education

Primary   years 

econdary   years 

 ategory during university 

niversity           years 

Professional education           years 

Practical  training   or  mont s   one mont   in  ere ouse   ospitals  private 

clinics and t e community  

 n Timor  Leste  at t e moment t ere is no any e amination for p armacist  
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A   ere ouse
National P armacy of Timor Leste

nception report presentation

L E
T -L

O S
M S S MES

S O
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I tro ctio  of th   or

O
S M

S S MES
S O

T

ntroduction a out  A   ere ouse
of Timor Leste

S M
S A is a national

ere ouse in Timor Leste only
A ave a t ree function important are
Procurement storage efore storage A
ave one team t at call it t ey do t e

reception and inspection for all medical product
t at from t e supplier and t en give it to
ere ouse and t en do distri ution to t e all
ealt facility around Timor Leste including

National Hospital HN referrals ospital
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ontinuation

old c ain maintenance is important ecause
t e temperature is also very influential on t e
uality of t e drug not only t at ic affects

t e uality of medicine ut storage of
structuring funds also greatly affect uality

ontinuation

As a  enior  fficer in  A    am responsi le for t e 
are ouse  distri ution and reporting activities for t e 

tu erculosis  T  program and malaria program

 am responsi le for t e distri ution of T   edicines to 
 districts including HN   Hospital National  uido 

aladares  and five   referral  ospitals every mont    
am also responsi le for c ec ing t e temperature of 
t e room so t at t e temperature is al ays 
maintained
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D Practices

ngoing pro ects to deal it current
pro lems maintain
Data entry into supply
toc ta es
T o regional are ouse for medicines
consuma les and reagents

D Practices

Ac ievements solution to t e past pro lems
ood storage practice good P armacy practices
Avarege mont ly consumption A
nventory system toc cards to suppy
pace for medicines
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y interest 

P armaceutical regulatory system in apan
good manufacturing practices P drug
licensing and approvalin apan and functions
and roles of p armacy in apan

D Practices

uccessful counter measures against pro lems
aintaning data entry into supply
sing ai en to find t e more space for

medicines consuma les and reagents
egional are ouse are to use very soon
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art   R  S  
Regulatory Systems on Ensuring Access to Quality Medicines JFY 2019  

Paul Okware Ikwaras      
Uganda

O National Medical Stores 

 rgani ational hart 

edicine regulation in the pu lic sector in ganda 

The Role of the Pharmacist in Medical Care 
- Quantification of Hospital medicine needs 
- Ensuring the proper use and rational use of medicines in the hospital  
- Ensuing that the medicines being used are of the required quality and specification and are safe to the 

patients receiving them. 
- Research and development in the efficacy of new treatment regimes  
- As the regulator NDA employee pharmacists in drug inspection and pharmacovigilance 
- Hospital pharmacists are a vital part of the healthcare term. Working in either the pubic health care or 

private hospitals. Pharmacist are a part of the team health care team in any hospital. 
- Ensuring proposer disposal of unused, expired and other non-viable stock 

② Legislation on pharmaceutical administration 

M

M
S

L
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◆ L
   ・ National Drug Policy and Authority Act 1993  administered by  National Drug Authority   
  ・ Public Health Act                      administered by  Ministry of Health            
◆L L
・ The Local Governments Act        administered by    Ministry of Local Government   
・                           administered by                   
◆ I S I I - S

OR   

I                       

③ Regulatory Services 

I

◆ M
・  The National Drug Policy And Authority (Importation 
And Exportation of Drugs) Regulations, 2014   NDA
・                  

◆ I E
・S R
・  The National Drug Policy And Authority (Importation 
And Exportation of Drugs) Regulations, 2014   NDA
・                  

◆M
・S R
・  The National Drug Policy And Authority (Importation 
And Exportation of Drugs) Regulations, 2014   NDA
・                  

◆
・S R
・  The National Drug Policy And Authority (Importation 
And Exportation of Drugs) Regulations, 2014   NDA
・                  

◆M S -
・S R
・  The National Drug Policy And Authority (Importation 
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And Exportation of Drugs) Regulations, 2014   NDA
・                  

E
・  The National Drug Policy And Authority (Importation 
And Exportation of Drugs) Regulations, 2014   NDA
・                  

 rug ricing 

There is no drug pricing regulation mechanism in Uganda. 
A free market economy is expected to provide true market value of commodities 

 Statistic ata 

      6  (2019)
2. M L      0  (2019) 
3.      10 (2019) 

  Several but Unregistered (2019) 
       N/A  (year) 
                   503  (year) 

  n ormation on your hospital pharmacy  
 O

 
 
 

 
 
 
 

 
 O
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  ducation and License o  harmacists in your country 
 

              7  years
S 4    years

2    years

 
          5 

          4
            10 years 

       years 
   1 
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