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ABSTRACT
This article describes the integration of Quality Management Systems and Good Manufacturing Practic-
es in the production of traditional medicines at the Menjong Sorig Pharmaceuticals Corporation Limited,
a state-owned traditional medicine manufacturer in Bhutan. Rooted in Sowa Rigpa principles, the orga-
nization has adopted modern pharmaceutical standards to ensure the safety, efficacy, and quality of its
products. Key components of Menjong Sorig’s Quality Management Systems include leadership commit-
ment, risk-based preventive action, robust documentation, supplier qualification, personnel competency
development, and stringent quality control. The alignment with ISO goo1:2015 standards and the prin-
ciples of Good Manufacturing Practices underscores Menjong Sorig's commitment to sustainable prac-
tices, from sourcing medicinal plants to ensuring compliance with regulatory requirements. Sustainable
sourcing of medicinal plants is supported by good agricultural and collection practices and communi-
ty-based initiatives. Stringent quality control measures, such as the use of High-Performance Thin Layer
Chromatography, ensure that raw materials, intermediates, and finished products meet predefined qual-
ity standards. Menjong Sorig’s investment in personnel training and competency development reflects a
commitment to continual improvement, with regular internal audits reinforcing compliance with global
standards. Balancing traditional values with modern corporate expectations, Menjong Sorig has main-
tained stakeholder trust through transparent operations and adherence to regulatory requirements. This
article highlights Menjong Sorig’s systematic approach to integrating traditional practices with modern
pharmaceutical standards, setting a benchmark for quality in traditional medicine manufacturing. Men-
jong Sorig's efforts exemplify a sustainable and innovative approach to preserving cultural heritage while
ensuring the global relevance of traditional medicines.
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INTRODUCTION

Menjong Sorig Pharmaceuticals Corporation Limit-
ed (MSPCL), established in 1998, serves as the cor-
nerstone of Traditional Medicine (TM) production
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in Bhutan. The organization has transitioned from
manual medicine production to adopting modern
mechanized processes aligned with Good Manufac-
turing Practices (GMP) and other quality manage-
ment principles [1, 2]. Its production philosophy
balances the sanctity of traditional methods with the
efficiency of contemporary technology, ensuring that
the core essence of Sowa Rigpa is preserved. Menjong
Sorig produces over 123 essential TM formulations
and various herbal health supplements and caters to
22.9 - 28.4% of Bhutan's population that have been
reported to avail TM services [3, 4].
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However, despite its advancements, MSPCL faces
significant challenges both in terms of operational
and regulatory barriers. Since the quality-assurance
elements are not built into the design of the manu-
facturing facility, it is difficult to incorporate and ful-
fil critical GMP requirements such as Heating, Ven-
tilation and Air conditioning system, process flow,
etc. The operational challenges include sustainabili-
ty, seasonality or unavailability of raw materials, and
lack of scientifically validated quality control meth-
ods for some rare ingredients. In recent times, there
is a persistent perception that corporatization has
shifted its focus toward commercial gains at the ex-
pense of quality. This scepticism highlights the need
for transparency in quality management practices
and regulatory compliance. By embedding Quality
Management System (QMS) within its operations,
MSPCL aims to address this concern, uphold the
trust of stakeholders, and set a benchmark for tradi-
tional medicine manufacturing in the region.

This article provides a comprehensive overview
of MSPCLs efforts to mainstream QMS in its pro-
duction processes. It examines key quality assurance
mechanisms, sustainability practices in sourcing me-
dicinal plants, personnel competency development,
and the integration of regulatory frameworks. Fur-
thermore, it discusses the challenges encountered
and strategies employed to align TM production
with global pharmaceutical standards without com-
promising traditional values. The reliance on tra-
ditional knowledge, variability of ingredients and
dosage, and traditional practices contradict with the
requirement of rigorous scientific validation, stan-
dardized quality control and dosage, and regulatory
compliance.

METHODS
This article examines the implementation of Quali-
ty Management Systems at Menjong Sorig Pharma-
ceuticals Corporation Limited using a systematic
approach to assess alignment with ISO 9001:2015
QMS standards and Good Manufacturing Practices.
The methodology involves the evaluation of organi-
zational practices in critical areas such as leadership
and governance, risk management, supplier qualifi-
cation, personnel training, process control, and doc-
umentation systems.

Data were gathered from primary sources, in-
cluding Menjong Sorig’s Quality Manual version 4.0
(2024) and Site Master File version 07 (2024), which
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provide detailed insights into operational processes,
quality control mechanisms, and compliance strat-
egies. Secondary sources, such as WHO guidelines
on GMP [5, 6] and Good Agricultural and Collec-
tion Practices [1], were used to benchmark MSPCL’s
practices against global standards. Relevant literature
on Sowa Rigpa and traditional medicine practices in
Bhutan [7, 8] supplemented the analysis by provid-
ing cultural and historical context.

The article also incorporates an in-depth review
of MSPCL’s documentation, including batch re-
cords, supplier performance evaluations, personnel
training logs, customer satisfaction surveys and in-
ternal audit reports. Key aspects of quality control
such as product testing, risk-based decision-making,
product quality review reports, and Corrective And
Preventive Action systems were examined to under-
stand how MSPCL ensures the safety and efficacy of
its products.

By focusing on these elements, the article provides
a comprehensive assessment of how Menjong Sorig
integrates ISO QMS standards and GMP principles
into its operations, ensuring that traditional values
are preserved while meeting modern pharmaceutical
standards.

INTEGRATION OF QUALITY MANAGE-
MENT SYSTEMS

MSPCL’s Quality Management System (QMS) is
meticulously designed to align with the principles
of ISO 9001:2015 and GMP. These frameworks col-
lectively ensure a systematic approach to the produc-
tion of safe, effective, and high-quality traditional
medicines. A Quality Manual outlines the organiza-
tion’s quality policies, roles, and responsibilities with
adherence to GMP principles as a core component
[9, 10]. All production processes are standardized,
documented, and supported by a system of period-
ic reviews and continuous improvement programs.
Annual product quality reviews ensure alignment
with regulatory submission and facilitate product
optimization. To ensure the integrity of produc-
tion, MSPCL conducts rigorous quality checks at
multiple stages — from raw material sourcing to final
product testing. Key functions, including Quality
Control (QC), Quality Assurance (QA), and Pro-
duction are managed by regulatory authority-cer-
tified competent professionals with background in
GMP and quality assurance. There is good collabo-
ration between QC/QA personnel and Drungtsho
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advisors — traditional medicine experts [8], and by
embedding these principles into every stage of the
production lifecycle, Menjong Sorig upholds its dual
commitment to preserving the integrity of Bhutan’s
traditional medicine practices and meeting modern
pharmaceutical standards.

KEY COMPONENTS OF QUALITY MAN-
AGEMENT SYSTEM

Figure 1 provides a high-level overview of the key
components of the QMS. Each component plays a
crucial role in ensuring the quality and continuous
improvement of products and services.

1. Leadership and Commitment

In line with the Clause 5 of ISO 9001:2015 stan-
dards, MSPCL's leadership demonstrates a strong
commitment to quality by establishing a clear vision
and defining roles and responsibilities. The top man-
agement plays an active role in the development and
review of the quality-related policy, ensuring align-
ment with the organization’s strategic objectives [9,
10]. Regular management reviews are conducted to
evaluate the effectiveness of the QMS and to imple-
ment improvements, reinforcing accountability and
leadership's role in fostering a quality culture.

2. Customer Focus and Stakeholder Trust

A customer-centric approach, a hallmark of ISO
9001:2015, specifically Clauses 4.3, 5.2 and 7.2 un-
derpins Menjong Sorig’s operations. As the sole pro-
vider of traditional medicines in Bhutan, Menjong
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Sorig recognizes the importance of meeting patient
and stakeholder expectations. The customer satis-
faction survey is conducted through professional
third-party organisation on an annual basis and as-
sessed against the customer satisfaction index bench-
mark. The integration of quality assurance measures
and transparency in operations addresses concerns
regarding corporatization and enhances trust in the
organization’s ability to deliver high-quality prod-
ucts [8].

3. Risk-Based Thinking and Preventive Action
BothISO 9001 and GMP emphasize the importance
of risk-based considerations. Menjong Sorig imple-
ments risk management strategies to identify, assess,
and mitigate potential risks in the production pro-
cess. For instance, sourcing medicinal plants involves
carefully monitoring environmental and ecological
risks, ensuring sustainable practices that minimize
biodiversity loss [7]. Risk-based preventive actions
extend to the supply chain, where supplier perfor-
mance is continuously evaluated to ensure consistent
quality.

4. Documentation and Change Management

Effective documentation is a cornerstone of both
ISO and GMP systems. MSPCL maintains a com-
prehensive three-tier document control system to
ensure traceability and compliance with regulatory
standards [9, 10]. Any changes to production pro-
cesses or materials undergo a rigorous change man-
agement procedure, including risk assessments and
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Figure 1. Key Elements of Quality Management System from ISO 9001:2015
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approvals from quality assurance and regulatory
authorities. This ensures that modifications do not
compromise product quality or safety.

5. Good Manufacturing Practices Principles
Adherence to GMP principles is evident in MSP-
CLs approach to facility management, process con-
trol, and quality assurance. Key aspects include the
following:

Facility Management

MSPCL’s manufacturing premises, although not de-
signed in full compliance with GMP requirements,
features segregated areas for raw material storage,
production, and quality testing. Regular environ-
mental monitoring through third-party contract
testing lab ensures a contamination-free production
environment.

Process Control

Each stage of production, from preparation of raw
materials to packaging, is governed by written stan-
dard operating procedures and batch manufacturing
records. In-process quality control mechanisms are
in place to monitor critical parameters, ensuring con-
sistent product quality [1].

Equipment Calibration and Maintenance

All production equipment is routinely calibrated and
maintained, with cleaning and maintenance records
meticulously documented. Obsolete machinery is
decommissioned following established protocols to
maintain operational efficiency.

6. Supplier Qualification and Raw Material Sourc-
ing

MSPCLs QMS incorporates stringent supplier
qualification processes to ensure the quality of raw
materials. Approximately 85% of medicinal plant
ingredients used in TM production are sourced lo-
cally, with most collected from the wild in Bhutan’s
high-altitude regions (3500-5000 metres above sca
level). Local farmers are trained in good collection
practices and the sustainable harvesting of medicinal
plants, as outlined in WHO’s guidelines on Good
Agricultural and Collection Practices. The organi-
zation diversifies sourcing strategies by piloting the
cultivation of high-demand herbs and encouraging
the domestication of medicinal plants [7, 11].

7. Personnel Competency and Training
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ISO and GMP frameworks stress the importance of
skilled personnel. Menjong Sorig invests in contin-
uous training programs for its staff, covering com-
pliance to GMP, Good Laboratory Practices, and
standard operating procedures. Exchange programs
and international study visits provide exposure to
advanced pharmaceutical technologies and practic-
es. Regular performance evaluations ensure that em-
ployees meet competency standards and contribute
effectively to quality objectives [9, 10].

8. Product Testing and Quality Control

Menjong Sorigs QC division conducts extensive
testing on raw materials, intermediate products, and
finished products to ensure they meet predefined
quality parameters. Techniques such as High-Per-
formance Thin-Layer Chromatography and micro-
biological testing are employed to verify the iden-
tity, potency, and safety of products. QC processes
align with ISO’s emphasis on evidence-based deci-
sion-making and GMP’s focus on product consisten-
cy and safety. The monograph publications on raw
materials and finished products supported by other
international pharmacopoeias guide the quality con-
trol process.

9. Continual Improvement and Self-Audit
Menjong Sorig embraces ISO’s principle of contin-
ual improvement through regular internal audits or
self-inspections, and management reviews. Observa-
tions from these inspections are addressed through
Corrective And Preventive Action plans. Semi-an-
nual audits assess compliance with GMP and regula-
tory requirements, enabling MSPCL to identify gaps
and implement enhancements to its QMS [1].

10. Complaint Management and Product Recall
System

A robust complaint management system is in place
to address product defects and stakeholder concerns.
All complaints are recorded, investigated, and re-
solved as per predefined procedures. Although MSP-
CL has no history of widespread product recalls, it
maintains a comprehensive recall procedure to man-
age such incidents effectively, should they arise [9,
10].

ADDRESSING CHALLENGES

Despite its adherence to ISO and GMP principles,
MSPCL faces challenges in public perception and
stakeholder trust. The concerns around corporatiza-
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tion and its potential impact on quality are mitigated
through transparent reporting and rigorous quality
assurance measures. By embedding ISO and GMP
principles into its QMS, Menjong Sorig not only re-
inforces its credibility but also sets a benchmark for
traditional medicine manufacturing in Bhutan.

Key components of Menjong Sorig’s QMS, such
as robust documentation, supplier qualification, sus-
tainable raw material sourcing, and stringent quality
control measures, highlight the organization’s com-
mitment to producing high-quality traditional med-
icines. Efforts to train personnel, implement risk
management strategies, and maintain compliance
with regulatory frameworks further strengthen the
reliability of its operations.

CONCLUSION

The integration of Quality Management Systems
and Good Manufacturing Practices at MSPCL
demonstrates a distinctive approach to harmonizing
traditional medicine practices with modern phar-
maceutical standards. By adopting ISO 9001:2015
principles, Mcnjong Sorig ensures a systematic fo-
cus on leadership, customer satisfaction, risk-based
thinking, and continual improvement. Simultane-
ously, adherence to GMP principles reinforces prod-
uct safety, efficacy, and consistency throughout the
products lifecycle. These efforts reaffirm the organi-
zation’s role as a leader in traditional medicine manu-
facturing, setting a benchmark for balancing cultural
heritage with scientific innovation.

Looking ahead, Menjong Sorig’s ongoing focus
on sustainability, continual improvement, and align-
ment with these global standards positions it as a
model for the integration of traditional medicine
systems into contemporary healthcare frameworks.
This approach not only safeguards Bhutan’s rich
Sowa Rigpa heritage but also ensures that its tradi-
tional medicines remain safe, effective, and accessible
to all.
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