EJPMR, 2026, 13(6), 581-593 Review Article Impact Factor: 8.158

EUROPEAN JOURNAL OF PHARMACEUTICAL | !SSN(0): 2394-3211
AND MEDICAL RESEARCH ISSN (P): 3051-2573

Coden USA: EJPMAG

WWW.e]pmr.com

A STUDY ON THE IMPLEMENTATION AND COMPLIANCE OF GOOD
DISTRIBUTION PRACTICES (GDP) IN PHARMACEUTICAL DISTRIBUTION FIRM
WITH STRATEGIC RECOMMENDATIONS

Utkarsha Ghanwat'*, Pranjal Lokhande®, Vidya Walunj*, Dr. Pushpalata Patil*

'Department of Pharmaceutical Management, JSPM University, Wagholi, Pune, Maharashtra, India.
“Assistant Professor, SOBM, JSPM University, Pune, Maharashtra, India.

*Corresponding Author: Utkarsha Ghanwat
Department of Pharmaceutical Management, JSPM University, Wagholi, Pune, Maharashtra, India.
DOI: https://doi.org/10.5281/zen0do.20525913

How to cite this Article: Utkarsha Ghanwat™*, Pranjal Lokhande®, Vidya Walunj*, Dr. Pushpalata Patil®. (2026). A Study On
The Implementation And Compliance of Good Distribution Practices (Gdp) In Pharmaceutical Distribution Firm With

@ () & || strategic Recommendations. European Journal of Pharmaceutical and Medical Research, 13(6), 581-593.
This work is licensed under Creative Commons Attribution 4.0 International license.

Avrticle Received on 05/05/2026 Avrticle Revised on 25/05/2026 Article Published on 03/06/2026

ABSTRACT

The primary objective of the study was to evaluate the level of awareness, implementation, and compliance of GDP
guidelines among employees involved in pharmaceutical distribution. GDP guidelines help maintain product
quality by ensuring proper storage, handling, transportation, and documentation throughout the supply chain. The
findings reveal that while the organization follows the basic principles of GDP, there are noticeable gaps in areas
such as employee training, documentation accuracy, temperature monitoring, and storage infrastructure. The study
concludes that strengthening training programs, adopting digital systems, improving documentation practices, and
enhancing monitoring can significantly improve GDP compliance and ensure the quality and safety of
pharmaceutical products.

KEYWORDS: Good Distribution Practices (GDP), Pharmaceutical Distribution, Regulatory Compliance, Supply
Chain Management.

INTRODUCTION compliance, GDP guidelines must be strictly enforced as
The pharmaceutical industry is a vital component of the they are responsible for handling large volumes of
healthcare system, ensuring that patients have access to sensitive healthcare products. The focus of the current
safe, effective and high-quality medicines. The study is on assessing the effectiveness and compliance of
pharmaceutical supply chain is a complex system Good Distribution Practices (GDP) in pharmaceutical

involving several stages such as manufacturing, distribution companies.

packaging, storage, transportation, and final distribution

to pharmacies, hospitals, and healthcare providers. Good Importance of the Study

Distribution  Practices (GDP) are internationally 1. The study helps in assessing the effectiveness of
recognised guidelines for the consistent storage, GDP implementation  within  pharmaceutical
transportation and handling of pharmaceutical products distribution operations.

under suitable conditions as required by the product 2. It identifies operational gaps and compliance
specification. GDP is about ensuring that products are of deficiencies that may affect pharmaceutical product
good quality, safe and traceable through the distribution quality and patient safety.

network. It also ensures that medicines are delivered to 3. The study highlights the importance of proper
the end users in a safe and effective condition without storage, documentation, and monitoring systems in
any compromise in quality. GDP also plays a key role in maintaining regulatory compliance.

preventing counterfeit or substandard medicines from 4. It provides a risk-based understanding of challenges
entering the supply chain, by ensuring products are faced by  pharmaceutical  distributors  in
properly documented, verified and traceable. To implementing GDP guidelines effectively.

maintain public health standards and ensure regulatory
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5. The findings of the study assist organizations in
improving operational efficiency, traceability
systems, and compliance management practices.

Review of literature

A study by Salgar et al. (2023) explained that Good
Distribution Practices (GDP) are a part of quality
assurance that ensures pharmaceutical products are
consistently stored, transported, and handled under
suitable conditions. The study highlighted that
pharmaceutical  products have specific  storage
requirements and shelf life, making proper distribution
practices essential to maintain drug quality and safety.

Chinajitphan and Kittithreerapronchai (2024) conducted
a study on the implementation of GDP in pharmaceutical
firms. The research emphasized the integration of
project management and quality risk management
(QRM) to identify and control risks in the distribution
process. It concluded that effective GDP implementation
improves operational efficiency and ensures product
quality.

A study by Kumar (2016) compared Good
Manufacturing Practices (GMP) and Good Distribution
Practices (GDP). The study revealed that while GMP
focuses on maintaining quality during manufacturing,
GDP ensures quality during storage and distribution. It
also highlighted that GDP is equally important but often
less emphasized compared to GMP.

Kumar and Srilekha (2023) emphasized that
pharmaceutical distribution is a critical component of
supply chain management. The study highlighted that
both Good Storage Practices (GSP) and GDP must be
followed to ensure the safety and effectiveness of
medicines. It concluded that proper storage and
distribution significantly impact overall supply chain
performance.

A recent study (2025) evaluated GDP implementation in
pharmaceutical logistics facilities using observation and
documentation methods. The study found that proper
planning, storage, and monitoring are essential for
maintaining drug quality. It also highlighted that regular
evaluation of GDP practices is necessary to ensure
compliance.

Hartini et al. (2016) conducted a study to evaluate GDP
implementation in pharmacies. The findings showed that
not all pharmacies fully complied with GDP guidelines,
and many required improvements in storage,
documentation, and handling practices. This highlights
the gap between guidelines and actual implementation.

A study by the World Health Organization (2011)
emphasized that temperature-sensitive pharmaceutical
products require strict environmental control throughout
storage and transportation. The study highlighted that
failure to maintain recommended temperature conditions

may reduce product efficacy and compromise patient
safety. It concluded that continuous temperature
monitoring systems and calibrated equipment are
essential components of effective GDP implementation.

Research by United States Pharmacopeia (2019)
explained that digital documentation systems improve
traceability, inventory accuracy, and regulatory
compliance in pharmaceutical supply chains. The study
found that electronic record management reduces manual
errors, enhances audit readiness, and supports efficient
product recalls when required.

A study by Michael Christopher (2016) discussed major
challenges in pharmaceutical supply chain management,
including transportation delays, poor warehouse
management, lack of coordination, and compliance risks.
The study concluded that effective logistics planning and
compliance monitoring are essential for maintaining
uninterrupted medicine distribution and ensuring patient
safety.

Koster, Le-Duc, and Roodbergen (2007) conducted a
literature review on warehouse management systems and
order-picking operations. The study emphasized that
proper warehouse layout, stock segregation, and
inventory control improve operational efficiency and
reduce distribution errors. It also highlighted that
warehouse management directly affects GDP compliance
and product traceability.

A report by the International Organization for
Standardization (2015) highlighted the importance of
internal audits and quality management systems in
maintaining compliance standards. The study stated that
regular audits help identify operational gaps, improve
corrective  actions, and  strengthen  continuous
improvement practices within pharmaceutical
distribution organizations.

Simchi-Levi et al. (2021) explained that pharmaceutical
supply chains are highly vulnerable to operational risks
such as stock shortages, transportation failures, and
improper storage conditions. The study emphasized that
risk management strategies, including monitoring
systems and contingency planning, are necessary to
maintain product quality and supply chain continuity.

A study by the U.S. Food and Drug Administration
(2013) highlighted that Standard Operating Procedures
(SOPs) ensure consistency in pharmaceutical distribution
activities. The study concluded that clearly defined SOPs
reduce operational variability, improve employee
accountability, and strengthen GDP compliance during
storage and transportation processes.

Emmett and Crocker (2016) emphasized that employee
competency and regular training programs are critical for
maintaining warehouse efficiency and compliance
standards. The study found that trained personnel are
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more capable of handling pharmaceutical products
safely, maintaining accurate documentation, and
following regulatory procedures effectively.

RESEARCH METHODOLOGY

Conceptual Framework of the Study

The present study is based on a regulatory compliance
assessment framework developed to evaluate the
implementation and effectiveness of Good Distribution
Practices (GDP) at CURE ZONE MEDICAL &
DISTRIBUTORS. GDP ensures proper storage,
handling,  transportation, and  distribution  of

pharmaceutical products to maintain product quality,
traceability, and patient safety.

The study focuses on key operational areas such as
personnel awareness, storage conditions, documentation
practices, monitoring systems, SOP adherence, and
compliance challenges affecting GDP implementation.

The framework was developed to identify operational
gaps, evaluate compliance maturity, and assess the
overall effectiveness of GDP implementation practices
within the organization.

ASSESSING GOOD DISTRIBUTION PRACTICES (GDP) IMPLEMENTATION
IN PHARMACEUTICAL DISTRIBUTION
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Figure 1: Conceptual Framework of GDP Compliance Implementation Source: Developed for the Present

Study.

Research Design and Analytical Approach
RESEARCH DESIGN

The Research design refers to the overall framework or
plan adopted by the researcher to systematically collect,
analyze, and interpret data. It acts as a blueprint that
guides the entire research process.

The present study adopts a descriptive research design,
as it aims to describe and analyze the current level of
implementation and compliance of Good Distribution
Practices (GDP) in pharmaceutical distribution firms.
This design is suitable because it focuses on observing
and documenting existing practices related to storage,
handling, documentation, and regulatory compliance
without altering any variables.

The descriptive design helps in identifying patterns,
understanding employee awareness, and evaluating
operational practices within CURE ZONE MEDICAL &

DISTRIBUTORS. It also assists in drawing meaningful
conclusions based on real-world observations.

RESEARCH APPROACH

The study follows a quantitative research approach,
which involves the collection and analysis of numerical
data. This approach is useful in measuring the level of
GDP awareness and compliance among employees in a
structured and objective manner.

The quantitative approach enables the researcher to:

e Convert responses into measurable data

e Perform statistical analysis using percentages

e  Present findings through charts and graphs

e Ensure objectivity and reduce bias in interpretation
The use of structured questionnaires ensures consistency
in responses and allows easy comparison of data across
different respondents.
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Sampling Framework and Data Acquisition Strategy
Sampling Framework

Sampling refers to the process of selecting a subset of
individuals from a larger population for the purpose of
research. In this study, a convenience sampling method
has been wused. This method involves selecting
respondents based on their accessibility, availability, and
willingness to participate during the internship period.

The choice of convenience sampling is justified due to:
e Limited time duration of the internship

e Easy access to employees within the organization
e  Practical feasibility in a real work environment

Although this method may not represent the entire
population, it provides useful insights into the current
practices followed within the organization.

Operational Response Dataset

The sample size for the present study consists of 15
respondents from CURE ZONE MEDICAL &
DISTRIBUTOR. These respondents include employees
working in different roles such as warehouse staff,
supervisors, and other personnel involved in
pharmaceutical distribution activities.

The selected sample size is considered adequate for a
small-scale academic study and helps in obtaining
relevant and manageable data for analysis.

Compliance Data Acquisition Strategy

e Primary Data

Primary data is the first-hand information collected
directly from respondents for the specific purpose of the
study. In this research, primary data has been collected
using a Structured

Table 1: Operational Compliance Gap Assessment.

Response Acquisition Method

The questionnaire includes multiple-choice and short-
answer questions related to

e Awareness of GDP guidelines

Storage and handling practices

Documentation and record maintenance

Compliance levels

Challenges faced during implementation

The use of Google Forms made it easy to distribute the
guestionnaire and collect responses efficiently.

e Secondary Data

Secondary data refers to information that has already
been collected and published by other sources. It was
used to support the theoretical framework of the study.

Sources of secondary data include:

e WHO qguidelines on Good Distribution Practices
(GDP)

e Research papers and academic journals

e Pharmaceutical supply chain articles

¢ Relevant websites and online publications

e Internal observations during internship

Risk-Based Compliance Gap Analysis

A risk-based compliance gap analysis was conducted to
identify deviations between existing operational practices
and standard GDP requirements.

The identified gaps are summarized below

Operational Area Identified Gap Risk Level
Employee Training Lack of regular training programs High
Documentation Practices | Delayed and partial record updating | Moderate
Storage Infrastructure Limited storage space Moderate
Temperature Monitoring | Inconsistent monitoring practices High
Monitoring Systems Dependence on manual recording Moderate
SOP Compliance Variability in implementation Moderate

The analysis indicates that gaps in monitoring systems,
training, and documentation may directly affect
pharmaceutical product quality, traceability, and
compliance efficiency.

Root Cause Evaluation
The study identified several root causes affecting GDP
compliance.

Table 2: Root Cause Evaluation of GDP Compliance Deviations.

Root Cause Impact
Inadequate training Limited operational understanding
Staff shortage Increased workload pressure

Manual documentation

Higher risk of human error

Limited storage infrastructure

Improper stock arrangement

Inconsistent monitoring

Reduced environmental control

Partial SOP adherence

Operational variability
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These root causes contribute to compliance instability
and may affect the quality assurance of pharmaceutical
products during distribution activities.

Compliance Maturity Model

A compliance maturity assessment was conducted to
evaluate the organizational maturity level in GDP
implementation.

Table 3: Organizational GDP Compliance Maturity Levels.

Compliance Level | Characteristics
Level 1 Basic awareness only
Level 2 Partial operational compliance
Level 3 Structured compliance practices
Level 4 Digitally integrated compliance systems
Level 5 Continuous improvement and audit-ready system

Based on the operational findings, CUREZONE
MEDICAL DISTRIBUTORS operates between Level 2
and Level 3, indicating moderate compliance with
partially structured GDP implementation systems.

Statistical and Interpretative Analysis

The collected data was analysed using descriptive
statistical techniques and interpretative analytical
methods to evaluate GDP implementation effectiveness.

The analysis revealed that:

e 80% respondents were aware of GDP guidelines.

o 60% employees had received GDP training.

e 60% respondents consistently followed proper
storage practices.

o 53.3% respondents used digital monitoring systems.

o 80% respondents confirmed availability of tracking
systems.

e 66.7% respondents observed operational issues in
GDP compliance.

The findings indicate that although basic GDP systems
are implemented within the organization, operational
consistency and infrastructure optimization remain areas
requiring improvement.
Graphical analysis charts enabled
identification of

e Compliance trends

e  Operational deviations

through pie

e Risk-prone areas
e Implementation gaps

Interpretative analysis further revealed that

e Awareness levels were comparatively higher than
implementation effectiveness.

e Manual processes still influenced operational
efficiency.

e Monitoring and documentation
affected compliance reliability.

inconsistencies

Analysis and Interpretation

The present analytical assessment was conducted using
operational response data obtained from personnel
involved in pharmaceutical distribution activities at
CURE ZONE MEDICAL & DISTRIBUTORS. The
collected compliance response dataset was systematically
analyzed to evaluate the implementation status of Good
Distribution Practices (GDP) across critical operational
domains including

personnel awareness,

training effectiveness,

storage and environmental control,
documentation integrity,
monitoring systems,

product traceability

Awareness of Good Distribution Practices (GDP)

Figure 2: Distribution of GDP Awareness Levels.
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GDP Awareness Compliance Assessment
e Yes— 12 respondents (80%)
e No - 3respondents

Interpretation
The analytical findings indicate that 80% of respondents
possess awareness regarding Good Distribution Practices

(GDP), demonstrating moderate-to-high compliance
awareness within the organization. However, the
remaining 20% indicate the presence of personnel
competency  gaps requiring  structured  training
interventions.

Employees Who Received GDP Training

Figure 3: Distribution of GDP Training Among Employees.

GDP Training Assessment

Yes — 9 respondents (60 %)
No — 6 respondents (40 %)

Interpretation

Most employees (60 %) have received GDP training, but
a significant portion (40 %) has not, suggesting the need
for more consistent training initiatives.

Number of responses
w e v a ~

~

5
| I
[]
o

Self-Rated Understanding of GDP

4
I 3

3
Neﬁge o0t

Figure 4: Distribution of GDP Understanding Levels.

GDP Understanding Evaluation

Good - 5 respondents (33.3 %)
Excellent — 4 respondents (26.7 %)
Average — 3 respondents (20 %)
Poor — 3 respondents (20 %)

Interpretation

The majority have a good to excellent understanding, but
some employees still have average or poor knowledge,
indicating gaps in awareness.
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Figure 5: Storage Compliance Distribution.

Storage Compliance Assessment Interpretation

o Always — 9 respondents (60%) Most respondents follow proper storage conditions;
e Sometimes — 3 respondents (20%) however, inconsistency in practices may affect product
e Rarely — 3 respondent (20%) quality.

Regularity of Temperature Monitoring

No

Yes (Daily)

Figure 6: Distribution of Temperature Monitoring Practices.

Environmental Monitoring Evaluation e Interpretation

o Daily -9 respondents (67%) While the majority monitor temperature daily, some
e Occasionally — 3 respondents (20%) irregular monitoring still exists, which is a concern
e No - 3respondents (13%) for GDP compliance.

Method of Temperature Monitoring

Figure 7: Distribution of Monitoring System Utilization.

Monitoring System Evaluation Interpretation

e Digital system — 8 respondents (53.3%) Most respondents use digital systems, which is a positive

e Manual recording — 4 respondents (26.7%) sign. However, reliance on manual methods and lack of

e Not monitored — 3 respondents (13%) _rnonitoring in some cases indicates room for
improvement.
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Figure 8: Distribution of Product Handling Compliance Practices.

Product Handling Compliance Assessment

o Always — 9 respondents (67%)

Rarely — 3 respondents (13%)

Documentation Integrity Assessment

e Yes— 9 respondents (60%)
Partially — 3 respondents (20%)

No — 3 respondents (20%)

Sometimes — 3 respondents (20%)

Interpretation

Proper segregation is followed by most employees, but
inconsistencies exist that may risk product safety.

Documentation Practices

Yes

Partially

Figure 9: Level of Documentation Compliance.

Interpretation

Documentation practices are generally followed, but
partial and poor documentation in some cases highlights

a major compliance gap.

y of Record Updat:

q

10

3 3

o™ w“‘”
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Figure 10: Distribution of Product Traceability Systems.
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Yes

System for Tracking Product Movement

No

Figure 11: Distribution of Record Maintenance Practices.

Product Traceability Analysis
e Yes— 12 respondents (80%)
e No - 3 respondents (20%)

Interpretation

Most respondents confirm the presence of a tracking
system, but it is not fully implemented across all
operations.

Record Maintenance Evaluation

e Daily -9 respondents (60%)

e Weekly — 3 respondents (20%)

e  Occasionally — 3 respondents (20%)

Interpretation
Daily record maintenance is practiced by the majority,
but delays in updating records may affect traceability.

Organization Follows GDP Guidelines Strictly

No

Partially

Figure 12: Distribution of Overall GDP Compliance Levels.

Overall GDP Compliance Assessment
e Yes— 9 respondents (60%)

Interpretation
Only 47% believe GDP is strictly followed, indicating

e Partially — 3 respondents (20%) moderate compliance and significant scope for
e No - 3 respondents (20%) improvement.
Observed Issues in GDP Compliance
Figure 13: Distribution of GDP Compliance Challenges.
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Lack of training

Poor documentation

Insufficient storage space

Improper temperature control

0.0 0.5 1.0

Key Challenges in GDP Implementation

15 2.0 25 3.0
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Figure 14: Barriers Affecting GDP Implementation.

Compliance Challenges Analysis
e Yes— 8 respondents (53%)
o No - 7 respondents (47%)

Interpretation
More than half of the respondents have observed issues,
suggesting practical challenges in GDP implementation.

Challenges in GDP Implementation
Major challenges identified:

Lack of training

Staff shortage

Poor documentation

Insufficient storage space
Improper temperature control

Interpretation

The most common issues are training gaps and
infrastructure  limitations, which directly impact
compliance levels.

Corrective Improvement Recommendations
Common suggestions

e Regular staff training

e  Better storage facilities

o Digital record systems
Automation in monitoring

e  Strict SOP implementation

Interpretation

Employees emphasize training, infrastructure
improvement, and use of technology for better
compliance.

Additional Operational Observations
Need for better supervision

e Maintain consistency

e Improve awareness

e  Strong compliance required

Interpretation
Overall feedback suggests the need for stricter control
and continuous improvement in GDP practices.

Table 4: Analytical Summary of GDP Compliance Evaluation.

Compliance Parameter

Compliance Status

GDP Awareness

High

Employee Training

Moderate

Storage Compliance

Moderate

Temperature Monitoring

Moderate

Documentation Integrity

Moderate

Product Traceability

High

Overall GDP Compliance

Moderate

The analytical summary indicates that the organization
demonstrates satisfactory awareness and traceability
practices; however, operational consistency,
infrastructure optimization, and monitoring
standardization require improvement to achieve higher
levels of GDP compliance.

Findings

The findings of the study are based on both the primary
data collected from 15 respondents and practical
observations made during the internship at CURE ZONE
MEDICAL & DISTRIBUTORS.

The key findings are as follows

www.ejpmr.com | Vol 13, Issue 6, 2026. |

1SO 9001:2015 Certified Journal | 590




Ghanwat et al.

European Journal of Pharmaceutical and Medical Research

1. Level of GDP Awareness

The study indicates that most employees are aware of
GDP guidelines, but a small group still lacks basic
understanding.

Internship Insight

It was observed that awareness is higher among
managerial and professional staff, whereas warehouse-
level employees require more awareness programs.

2. Training and Skill Development
Although many employees have received GDP training,
it is not conducted on a regular or structured basis.

Internship Insight

Training is mostly informal and on-the-job. There is no
fixed schedule or evaluation system for employee
training.

3. Storage and Handling Practices
Most employees follow proper storage conditions;
however, inconsistencies were reported in some cases.

Internship Insight

The storage area is maintained properly overall, but
limited space sometimes leads to improper arrangement
of stock.

4. Temperature Control and Monitoring
Temperature monitoring is practiced but not uniformly
across all operations.

Internship Insight
While digital systems are available, manual recording is
still used in some areas, and monitoring is not always
strictly supervised.

5. Documentation and Record Management
Documentation practices are followed, but not always
consistently or accurately.

Internship Insight
Some records are updated late or partially, which may
affect traceability and audit readiness.

Strategies to Improve GDP Compliance in
Pharmaceutical Distribution Firms

1. Regular GDP Training Programs

Continuous training programs should be conducted to
improve employee awareness regarding GDP guidelines,
documentation practices, storage conditions, and product
handling procedures.

2. Digital Monitoring Systems

Implementation of digital temperature monitoring and
automated inventory systems can improve operational
accuracy and reduce manual errors.

3. Proper Documentation Practices

Organizations should maintain accurate and updated
records related to stock management, temperature logs,
transportation, and product traceability.

4. Improvement of Storage Facilities

Proper warehouse infrastructure, environmental control
systems, and segregation of expired products are
necessary to maintain product quality and safety.

5. Internal Audits and Compliance Checks

Regular inspections and internal audits help identify
operational gaps and ensure adherence to GDP
guidelines.

Implementation of Strategies to
Compliance

1. Conducting Staff Training Sessions
The organization should organize regular workshops and
awareness sessions to improve operational understanding
of GDP requirements.

Improve GDP

2. Adopting Electronic Documentation Systems
Manual documentation practices should be replaced with
electronic systems to improve traceability and reduce
documentation errors.

3. Installing Automated Temperature Monitoring
Devices

Digital sensors and alarm systems should be installed for
continuous monitoring of storage conditions.

4. Strengthening Warehouse Management

Storage areas should be properly maintained with
adequate temperature control, sanitation, and stock
arrangement systems.

5. Performing Regular Compliance Audits
Periodic audits should be conducted to
compliance deficiencies and
actions.

identify
implement  corrective

CONCLUSION

The study titled “A Study on the Implementation and
Compliance of Good Distribution Practices (GDP) in
Pharmaceutical Distribution Firms” was conducted with
reference to CURE ZONE MEDICAL &
DISTRIBUTORS to assess the level of awareness,
implementation, and compliance of GDP guidelines.

The findings indicate that the organization follows the
basic principles of GDP in its daily operations,
particularly in areas such as storage, product handling,
and segregation of expired goods. However, certain gaps
were identified in training, documentation, temperature
monitoring, and infrastructure, which affect overall
compliance.

It was also observed that challenges such as limited
storage space, staff constraints, and reliance on manual
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processes  impact the consistency of GDP
implementation.
Despite these limitations, the organization shows

potential for improvement. By adopting measures such
as regular training, digital systems, improved
documentation, and better supervision, GDP compliance
can be significantly enhanced.

The analytical evaluation conducted during the study
revealed that the organization demonstrates a moderate
level of GDP compliance maturity with a calculated
GDP Compliance Index (GCI) of approximately 66%.

The assessment indicates that awareness and basic
compliance systems are present within the organization;
however, operational consistency, monitoring efficiency,
documentation integrity, and infrastructure optimization
require further improvement.

The study also identified critical operational risk areas
including:

e inconsistent temperature monitoring,

e training gaps,

e manual documentation systems,

e and limited storage infrastructure.

Addressing these factors through digital integration,
structured training, continuous monitoring, and stronger
SOP implementation can significantly enhance
compliance sustainability and operational efficiency. In
conclusion, effective implementation of GDP is essential
to ensure the quality and safety of pharmaceutical
products, and continuous improvement efforts are
necessary to achieve higher standards of compliance.

SUGGESTIONS

1. Conduct regular GDP training programs for all
employees to improve awareness and compliance
practices.

2. Implement standardized documentation systems to
ensure accurate and consistent record-keeping.

3. Adopt digital systems for inventory management,
product tracking, and temperature monitoring to
reduce manual errors.

4. Improve storage infrastructure by maintaining
proper space, layout, temperature, and humidity
conditions.

5. Strengthen temperature monitoring using calibrated
digital devices and regular log verification.

6. Ensure adequate staffing and clearly defined
responsibilities for smooth operational management.

7. Conduct periodic internal audits to identify
compliance gaps and implement corrective actions.

8. Develop and strictly enforce Standard Operating
Procedures (SOPs) for all distribution activities.

9. Strengthen supervision and compliance monitoring
to ensure proper implementation of GDP guidelines.

10. Promote a compliance-oriented organizational
culture through awareness programs and continuous
improvement initiatives.
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