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Course Introduction

The pharmaceutical and biotechnology industries are rapidly evolving with increasing demands for sterile
products and stringent regulatory compliance. Advanced aseptic product formulation is a critical area that
ensures the highest standards of safety, stability, and efficacy for injectable drugs, vaccines, and biologics.
Advanced Aseptic Product Formulation Training Course is designed to provide participants with a deep
understanding of aseptic principles, product design strategies, cleanroom practices, and cutting-edge
technologies.

Through practical case studies, interactive sessions, and hands-on insights, participants will gain expertise
in overcoming formulation challenges, optimizing processes, and aligning with regulatory expectations. With
a focus on trending practices such as single-use systems, risk-based approaches, and digital monitoring,
this course ensures learners are equipped with the knowledge and skills required for advanced sterile
product development in a competitive global market.

Programme Curriculum

Advanced Aseptic Product Formulation Training Course
Introduction

The pharmaceutical and biotechnology industries are rapidly evolving with increasing demands for sterile
products and stringent regulatory compliance. Advanced aseptic product formulation is a critical area that
ensures the highest standards of safety, stability, and efficacy for injectable drugs, vaccines, and biologics.
Advanced Aseptic Product Formulation Training Course is designed to provide participants with a deep
understanding of aseptic principles, product design strategies, cleanroom practices, and cutting-edge
technologies.



Through practical case studies, interactive sessions, and hands-on insights, participants will gain expertise in
overcoming formulation challenges, optimizing processes, and aligning with regulatory expectations. With a
focus on trending practices such as single-use systems, risk-based approaches, and digital monitoring, this
course ensures learners are equipped with the knowledge and skills required for advanced sterile product
development in a competitive global market.
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Develop expertise in aseptic formulation principles for sterile products.
Understand regulatory frameworks including FDA, EMA, and WHO guidance.
Apply Quality by Design (QbD) and risk-based approaches in formulation.
Explore advancements in aseptic technology and single-use systems.
Enhance sterile manufacturing practices for injectables and biologics.

Learn contamination control and microbial risk management.

Gain proficiency in cleanroom operations and environmental monitoring.
Optimize formulation strategies for stability and scalability.

Integrate digital tools and automation in aseptic processes.

Build skills in aseptic filling, filtration, and packaging operations.

. Apply troubleshooting techniques in aseptic formulation failures.
. Learn through industry case studies and real-world applications.
. Strengthen decision-making for sustainable sterile product development.

Organizational Benefits

Improved compliance with international aseptic regulations.
Enhanced productivity in sterile product formulation.

Reduced risk of contamination and product recalls.

Increased confidence in regulatory audits and inspections.
Stronger integration of digital technologies in aseptic processes.
Improved workforce knowledge and technical competence.
Enhanced innovation in sterile drug product development.
Reduced cost of training through practical case-based learning.
Long-term sustainability in product quality and safety.
Strengthened organizational reputation in global markets.

Target Audiences
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Pharmaceutical formulation scientists
Biotechnology researchers

Quality assurance professionals

Regulatory compliance officers

Production and manufacturing managers
Validation and process engineers

Microbiologists and contamination control experts
R&D specialists in sterile product development

Course Duration: 5 days

Course Modules

Module 1: Fundamentals of Aseptic Formulation



Principles of sterile formulation science

Regulatory definitions and global guidance

Key components of aseptic environments

Product quality and sterility assurance

e Common challenges in aseptic product formulation

e Case Study: Designing a sterile injectable formulation

Module 2: Regulatory Compliance in Aseptic Formulation

e FDA and EMA aseptic regulations
¢ WHO technical report guidance

Role of GMP in sterile manufacturing

Compliance documentation strategies

Regulatory audit preparation
e Case Study: Successful FDA inspection outcomes

Module 3: Quality by Design (QbD) and Risk-Based Approaches

e Concept and application of QbD
Critical quality attributes (CQA) and CPPs
Risk assessment tools for aseptic processes

Statistical design of experiments in formulation

Process robustness through risk mitigation

Case Study: Applying QbD in vaccine formulation
Module 4: Cleanroom Operations and Environmental Monitoring

e Cleanroom classifications and standards

Airflow and pressure differentials

Environmental monitoring techniques
Contamination control procedures

Sterility test validation approaches

Case Study: Cleanroom contamination investigation

Module 5: Advances in Aseptic Technology

e Single-use systems in sterile manufacturing
Closed system processing

Robotics and automation in cleanrooms
Digitalization and real-time monitoring

Emerging aseptic packaging technologies

Case Study: Implementation of single-use systems

Module 6: Contamination Control and Microbial Risk Management

e Sources of microbial contamination
o Sterility assurance strategies

Disinfection and decontamination procedures

Personnel training and hygiene
Environmental risk assessment

Case Study: Microbial contamination root cause analysis



Module 7: Formulation Challenges and Solutions

e Solubility and stability issues
Protein aggregation in biologics
Selection of excipients for sterile formulations

Freeze-drying and lyophilization strategies

Scale-up and technology transfer issues
e Case Study: Overcoming protein stability challenges

Module 8: Aseptic Filling and Packaging Operations

¢ Principles of aseptic filling lines

¢ Filtration and sterilization techniques

Primary packaging materials and compatibility
In-process controls and validation
Troubleshooting filling process issues

e Case Study: Failure investigation in aseptic filling

Training Methodology

¢ Interactive lectures with subject matter experts

Real-world case studies for practical learning

Group discussions and problem-solving exercises

Virtual simulations of aseptic operations

Hands-on activities and role-based scenarios
Register as a group from 3 participants for a Discount

Send us an email: info@fineskilltrainingcenter.com or call +254769199797

Certification

Upon successful completion of this training, participants will be issued with a globally- recognized certificate.
Tailor-Made Course

We also offer tailor-made courses based on your needs.

Key Notes

a. The participant must be conversant with English.

b. Upon completion of training the participant will be issued with an Authorized Training Certificate

c. Course duration is flexible and the contents can be modified to fit any number of days.

d. The course fee includes facilitation training materials, 2 coffee breaks, buffet lunch and A Certificate upon
successful completion of Training.

e. One-year post-training support Consultation and Coaching provided after the course.

f. Payment should be done at least a week before commence of the training, to FINESKILL TRAINING
CENTER account, as indicated in the invoice so as to enable us prepare better for you.


mailto:info@fineskilltrainingcenter.com

Upcoming Scheduled Sessions

Start Date

10 Aug 2026

17 Aug 2026

24 Aug 2026

31 Aug 2026

07 Sep 2026

14 Sep 2026

21 Sep 2026

28 Sep 2026

End Date Location
14 Aug 2026 Online
21 Aug 2026 Online
28 Aug 2026 Online
04 Sep 2026 Online
11 Sep 2026 Online
18 Sep 2026 Online
25 Sep 2026 Online
02 Oct 2026 Online

Ready to enroll or request a customized program? Book online or contact us:

Register Online Now

Price

$1,100

$1,100

$1,100

$1,100

$1,100

$1,100

$1,100

$1,100

Email: info@fineskilltrainingcenter.com | Website: www.fineskilltrainingcenter.com
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