


Bureau of Drug & Narcotic Department of Medical Sciences

The Bureau of Drug and Narcotic (BDN), Department of Medical Sciences was founded in
2002, by merging of two existing divisions, Division of Drug Analysis and Division of Narcotic, to form
a superior entity with higher management potential, in accordance with the State Administration
Act Vol.5 B.E.2545 (2002) and the Act on Organization of Ministries, Sub-Ministries and Departments
B.E. 2545, leading to the optimal effectiveness and achievement of the organization. Currently,
the BDN consists of seven major units: Quality and Technical Development Section, Chemical and
Physical Testing Section, Biological Testing Section, Narcotic Section, Reference Standard Center, Thai

Pharmacopoeia Section, and Administrative Office
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Vision

To be a leading organization for drug and narcotic analysis in the ASEAN Region

Mission

1. Conducting research and development to create knowledge and innovation on quality
and safety of medicinal products, as well as, improving risk assessment and
health-alertness systems for drug-related issues.

2. Setting standards for drug and narcotic analysis.

3. Serving as a reference laboratory on drug and narcotic providing technical support
and analysis service.

4. Improving, according to international standards, drug and narcotic laboratory proficiency.

5. Supporting in solving and prevention of narcotic problems.
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Organization Structure
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Quality and Technical Development Section
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Chemical and Physical Testing Section
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Biological Testing Section
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Narcotic Section
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Reference Standard Center
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Thai Pharmacopoeia Section
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Bureau of Drug and Narcotic
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Administrative Office
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Quality Assurance &
Technical Development
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The Quality and Technical Development Section is responsible for
@ Preparing strategic plan, action plan, budget, and personal development plan as well as
coordinating and organizing local and international training programs
Performing quality assurance activities to ensure that all laboratory activities comply
with laboratory quality system
Planning for instrument calibration according to the quality system

Organizing the proficiency testing programs according to ISO/IEC 17043
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Drug Analysis
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Drug is one substantial element of the

public health system.

The therapeutic outcomes depend largely on the quality of the
drugs used. Counterfeit, adulterated or substandard drugs may result
in undesirable, harmful or even fatal situations. Thus, quality control

of drugs is vital to effective treatment as well as consumer protection.

As the national laboratory, Bureau of Drug and Narcotic performs a wide range of activities to
ensure the quality and safety of drugs marketed in the country. Our activities include :

- Quality testing of pharmaceutical products

- Quality testing of biopharmaceutical products including biosimilars

- Quality testing of Thai traditional medicines

- Biological evaluation of medical devices

- Development of test kits for screening test of steroids in traditional medicines,

and for inspection of adulterations and illecit drugs.
- Development of standard methods for quality control of pharmaceutical and

biopharmaceutical products.



Narcotic Analysis
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Narcotics and psychotropic substances,
including those used for medicinal
purposes, require strict control based on
relevant national and international laws
and regulations since drug abuse and
trafficking are the problem causes of
public health, social and national security.
Bureau of Drug and Narcotic conducts
laboratory activities to aid the judicial
system and support the Thai government
policy on narcotics control.

Those activities are:

- Quality testing of medical narcotics and
psychotropic substances

- Analysis of illicit drugs and their
precursors as well as psychotropic
substances, both in seized materials and
urine samples

- Development of test kits for drug
screening, and inspection of illicit drugs in

pharmaceutical products



Production of Reference Standards
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DMScRS & ARS

Accurate and reliable test results rely partly on the quality of the reference materials
used. Apart from laboratory analysis, the BDN produces DMSC Reference Standards (DMScRS)
and ASEAN Reference Substances (ARS). The DMScRS and ARS are secondary standards and are
produced based on the same principle of production process. The DMScRS are supplied for use
as standard reference materials for quality control analysis in the BDN, Regional Medical Sciences
Center, other divisions in the Department of Medical Sciences, and local pharmaceutical industries.

The BDN has been assigned to be the coordinating country and training center for ARS
project since 1980. The project is a cooperation among the ten ASEAN member countries with
the goal to provide reference materials for quality control analysis to the member countries,

ensuring the quality, safety and efficacy of pharmaceuticals marketed in the region.
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Thai Pharmacopoeia
Thai Herbal Pharmacopoeia
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Establishment of the national pharmacopoeias,
the Thai Pharmacopoeia (TP) and the Thai
Herbal Pharmacopoeia (THP), has been one of
the BDN’s missions since 1979. The two
pharmacopoieas are recognized in the
notification promulgated by the Ministry of
Public Health of Thailand as the official
compendia. The Thai Pharmacopoeia (TP)
provides national standards for modern drugs
and biological products while the Thai Herbal
Pharmacopoeia (THP) contains specifications and

related data concerning the quality of herbal

drugs and herbal drug preparations in the markets.
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Proticiency Testing Provider
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As the national reference laboratory, BDN has a responsibility in improving the
competence and strengthening the capability and reliability of measurement
performance of quality control laboratories. Proficiency Testing is a tool to help
them to evaluate the performance, to identify the problems in laboratories and
to initiate the actions for the improvement. The BDN provides proficiency
testing service program for laboratories annually three schemes, namely,

Pharmaceuticals, Narcotics in urine and Narcotics / illicit drugs in seized materials.
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Laboratory of Notable Quality

As the national laboratory center for quality control of pharmaceutical products and identification and
analysis of narcotics, illicit drugs and psychotropic substances, “QUALITY” is always our priority. Through in-
ternationally recognized quality standard accreditations, quality activities and collaborations with regulatory

authorities and international agencies around the globe, the BDN is recognized for our notable quality.
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HILIGHTED ACCREDITATIONS, ACTIVITIES & COLLABORATIONS

QUALITY POLICY
The quality management systems are applied to all

laboratories in the Bureau to ensure that accuracy

and reliable test results are provided to the WHO

customers along with excellent services. COLLABORATING
PREQUALIFIED QUALTY CONTROL CENTER
LABORATORY FOR QUALITY

The BDN is one of the prequalified quality control ASSURANCE OF
laboratories under the prequalification of medicines ESSENTIAL DRUGS
R e =c Y iy Orensuting tigt our Since 1986, the BDN has been appointed to be a

laboratories are in compliance with the Good WHO Collaborating Centre responsible for

Practices for National Pharmaceutical Control oerformance of activities supporting and promoting

Laboratories (GPCL) and the relevant parts of WHO projects in the SEAR and WPRO member

WHO Good Manufacturing Practices (GMP). countries such as performing feasibility studies on

ISO/IEC 17025 : 2005 ACCREDITION specific tests or measurements to support the WHO
In addition to the WHO-PQ, the BDN has been External Quality Assurance Assessment Scheme
accepted as an accredited laboratory complying (EQAAS) for pharmaceutical quality control

with the ISO/IEC 17025 : 2005 for specific tests in the laboratories, and providing training for the delegates

field of “Drug and Narcotic Testing”. from the member countries.
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