Date: o'z\ 09 ”29313

To

The Principal

Shri. Mohatadevi Shikshan Sanstha

Pragati Mahavidyalaya

Sawkheda. Tq. Sillod

Dist. Aurangabad (Chhatrapati Sambhajinagar)

Subject: Proposal to Introduce a Certificate Course in “Pharmaceutical Microbiology”
Decar Sir,

I am writing to propose the introduction of a new certificate course entitled
“Pharmaceutical Microbiology” for the Microbiology department students in the academic year
2023-24. This course aims to provide in-depth knowledge and practical skills related to the
application of microbiology in the pharmaceutical industry.

Course Details:

» Course Title: Pharmaceutical Microbiology

e Duration: 32 hours

e Target Audience: Microbiology department students

* Objective: To equip students with the expertise required for quality control and
assurance in pharmaceutical manufacturing and research.

The inclusion of this course will enhance the academic and practical knowledge of our students,
preparing them for careers in the pharmaceutical sector where microbiological practices are
critical. This course will cover essential topics such as microbial quality control, sterilization
methods, and the role of microbiology in drug development.

I kindly request your approval to run this certificate course as part of the Microbiology
department's offerings for the upcoming academic year. The course will be conducted by
experienced faculty members and will involve both theoretical and practical components.

Thank you for considering this proposal. I look forward to your positive response and am happy
to provide any further information if required.

Yours sincerely,

Ko
Head of%:

Microbiology Department

Pragati Mahavidyalaya

Sawkheda, Tq. Sillod

Dist. Aurangabad (Chhatrapati Sambhajinagar)
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he Head of Department

Microbiology Department

Pragati Mahavidyalaya

Sawkheda, Tq. Sillod

Dist. Aurangabad (Chhatrapati Sambhajinagar)

Subject: Sanction for the Certificate Course in “Pharmaceutical Microbiology”

Dear Sir,

I am pleased to inform you that your proposal to introduce the certificate course titled
“Pharmaceutical Microbiology” for the Microbiology department students has been approved.

This course is intended to enhance the students’ knowledge and skills in the field of

pharmaceutical microbiology, focusing on quality control, assurance, and other essential
practices within the pharmaceutical industry.

Please proceed with the necessary arrangements to implement this course, including finalizing
the schedule, curriculum, and faculty assignments. Ensure that all resources required for the
effective delivery of the course are in place.

We trust that this course will significantly benefit our students and contribute positively to their
academic and professional growth.

Thank you for your initiative and dedication.
Yours sincerely, W\\ﬂ—
Pp.mcr{
Principsiagati Mahavidyalaya

Shri. Moh @g%m'mmwa
Pragati iﬁfghaw yalaya

Sawkheda, Tq. Sillod
Dist. Aurangabad (Chhatrapati Sambhajinagar)
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“Subject: Introduction of Certificate Course in Pharmaceutical Microbiology

Dear Students,

We are pleased to announce the introduction of a new certificate course titled Pharmaceutical
Microbiology for the academic year 2023-24. This course is designed to provide you with

specialized knowledge and practical skills related to the role of microbiology in the
pharmaceutical industry.

Course Details:

e Title: Pharmaceutical Microbiology
e Duration: 32 hours
e Objective: To impart essential knowledge on microbial quality control, sterilization

methods, and the application of microbiology in pharmaceutical manufacturing and
research.

The course aims to enhance your understanding of how microbiological principles are applied
in the pharmaceutical sector, preparing you for potential careers in this field.

Key Points:

 The course will be conducted by experienced faculty members.
It will involve both theoretical and practical components.
» Participation in this course will provide a certificate upon successful completion.

Please contact to HOD for registration details.
We encourage all students to take advantage of this opportunity to advance your knowledge

and skills in this important area of microbiology.

Head of Department
Microbiology Department

o

PRINCIPAL

Pragati Mahavidyalaya
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Dist. Chhatrapati Bnmhhqjmum




Shri Mohatadevi Shikshan Sanstha, Aurangabad.

PRAGATI MAHAVIDYALAYA

Sawkheda, Tq. Sillod, Dist. Aurangabad.

Affiliated to: S.N.D.T. Women's University, Mumbai
College Code: 442 Exam. Center Code: 291
Website: www.pragatisawkheda.co.in

Email: pragatiiqac2016wgmail.com, pragatimahavidyalaya442@gmail.com

/._\ES““ nelid Contact: 9822021784, 8888611717
PSR T i
X averi Palkar Mrs. Archana Mukhekar Dr. Varsha Phalke
(B esident Secreta Principal
‘ = { > \Presi ry P

»hc(.—

e
1 2 A=Yy T’i‘l
&\_// RefNo PMS/20 - -20 -/ Date: -— /

vbj/

— /20

’S} 1labus for Certificate Course in Pharmaceutical Microbiology
Course Duration: 32 Hours
Course Objective: To provide students with comprehensive knowledge and practical skills in
pharmaceutical microbiology, including microbial quality control, sterilization methods, and
the role of microbiology in drug development and manufacturing.
Week 1: Introduction to Pharmaceutical Microbiology (4 Hours)
¢ Overview of Pharmaceutical Microbiology
o Importance in the pharmaceutical industry
o Key concepts and terminology
¢ Microbial Contamination in Pharmaceuticals
o Sources and types of microbial contamination
o Impact on drug quality and safety
Week 2: Microbial Quality Control (4 Hours)
¢ Quality Control in Pharmaccutical Manufacturing
o Principles and practices of quality control
o Role of microbiology in quality assurance
e Testing Methods
o Microbial limit tests
o Sterility testing
o Endotoxin testing
Week 3: Sterilization Techniques (6 Hours)
o Principles of Sterilization
o Definition and importance
o Methods: Heat, filtration, radiation, chemical
o Sterilization Equipment
o Autoclaves
o Dry heat ovens
o Filtration systems
e Validation and Monitoring
o Procedures for validating sterilization processes
o Monitoring and documentation practices

Week 4: Microbial Control in Drug Formulations (6 Hours) \'\Q-
e Microbial Control Strategies ,&w
o Use of preservatives vam

o Formulation considerations ’ragati Mahavidyalaya
DmSawk.heda Tq. Sillod,

c“‘“tnputl Sambtoy
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s o Mechanisms of action

o Testing for efficacy
Week 5: Good Manufacturing Practices (GMP) (4 Hours)
e Introduction to GMP
o Importance and principles
o GMP guidelines and regulations
e Application in Microbiology
o Role of microbiology in GMP compliance
o Case studies of GMP failures and lessons learned
Week 6: Practical Applications and Case Studies (6 Hours)
e Practical Laboratory Sessions
o Performing microbial limit tests
o Conducting sterility tests
o Using sterilization equipment

o Case Studies
o Analysis of real-world examples of microbial contamination in pharmaceuticals

o Discussion on corrective actions and preventive measures
Week 7: Review and Examination (2 Hours)
» Review of Key Concepts
o Recap of major topics covered in the course
« Examination
o Written test to assess understanding and application of the course material
Week 8: Certification and Feedback (2 Hours)
« Issuance of Certificates
o Distribution of course completion certificates

« Feedback Session
o Gathering student feedback for course improvement

\()W‘t/
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Total Marks: 30
Duration: 1 Hour
Questions

1. What is the primary goal of pharmaceutical microbiology?
a) Drug formulation

b) Quality control and assurance
¢) Drug marketing
d) Patient care

2. Which test is used to determine the presence of microbial contamination in
pharmaceuticals?
a) Endotoxin test
b) Microbial limit test
c) Sterility test
d) Stability test
3. What is the most commonly used method for sterilizing heat-sensitive liquids?
a) Dry heat
b) Filtration
c) Radiation
d) Autoclaving
4. Which type of microorganism is most likely to be tested for in sterility tests?
a) Fungi
b) Viruses
c¢) Bacteria
d) Algae
5. What is the principle behind autoclaving?
a) Chemical reaction
b) High temperature and pressure
¢) Ultraviolet light
d) Filtration
6. Which of the following is a method of microbial control in pharmaccutical formulations?

a) Increasing tempe:rature \\9,
b) Use of preservatives \9 0‘%

¢) Decreasing pH PRINCIPAL

d) Reducing viscosity Pragati Mehavidyalaya

Sawlkheda, Tq. Sillod,
Dist. Chhatrapat! Sambhgjlnagar
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12.

13.

10.

11.

ot
E‘:?Z&%Vhat does GMP stand for in pharmaceutical manufacturing?

a) General Manufacturing Procedures

b) Good Manufacturing Practices

¢) Guaranteed Manufacturing Processes

d) Great Manufacturing Procedures

Which of the following is not a method of sterilization?

a) Filtration

b) Incineration

c) Cryopreservation

d) Radiation

The term “microbial limit test” is associated with which of the following?
a) Testing for endotoxins

b) Measuring microbial load

¢) Determining sterility

d) Testing for heavy metals

What is the purpose of using preservatives in pharmaceutical formulations?
a) To enhance color

b) To increase shelf life

c) To improve taste

d) To boost potency

Which of the following equipment is used for steam sterilization?

a) Dry heat oven

b) Laminar flow hood

c) Autoclave

d) Centrifuge

In which stage of drug development is microbiological testing most critical?
a) Preclinical

b) Clinical trials

c) Post-marketing surveillance

d) Drug formulation

What does the term "endotoxin'' refer to?

a) Toxin produced by fungi \

b) Toxin produced by bacteria Q, &9
c¢) Byproduct of sterilization PRINCIPAL

d) Preservative agent Pragati Mahavidyalaya
S8awkheda, Tq. Sillod,
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wH{ AVhich regulatory body is responsible for GMP guidelines in pharmaceuticals?
g a) FDA
b) WHO
c) EPA
d) CDC
15. Which mecthod of sterilization is uscd for heat-stable objccts?
a) Filtration
b) Chemical
c) Autoclaving
d) Radiation
16. What is the main purposec of a microbial limit test?
a) To ensure the absence of pathogens
b) To quantify microbial load
c) To measure chemical contamination
d) To assess drug efficacy

.r Qﬁ\) 'l?}lfNo PMS/20 -~ -20 - / Date: - [/ - [20

17. What is the function of a laminar flow hood in microbiological testing?
a) To provide clean air '
b) To sterilize equipment
c¢) To incubate samples
d) To store chemicals
18. Which of the following is used to validate a sterilization process?
a) Biological indicators
b) Chemical indicators
c¢) Physical indicators
d) All of the above

19. Wkich of the follewing is not a common preservative used in pharmaccuticals?
a) Benzalkonium chloride
b) Sodium chloride

¢) Phenol
d) Ethanol
20. What does "aseptic technique™ aim to prevent?
a) Contamination of the product \N,_,
b) Sterilization failure r\g%
c¢) Equipment malfunction PRINCIPAL
d) Chemical reactions Pragati Iahavidyalaya
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',°°’“"~;‘;,’21§€"‘\\’llicll microorganism is commonly used as a biological indicator for steam sterilization?
a) Bacillus stearothermophilus

b) Escherichia coli

¢) Candida albicans

d) Staphylococcus aureus

22. Which term describes a drug that is free from microbial contamination?
a) Sterile
b) Pure
c) Effective
d) Safe
23. Which type of radiation is commonly used for sterilization?
a) Gamma rays
b) X-rays
c) Ultraviolet light
d) Infrared light 'y
24. What is the main disadvantage}j&i‘ using dry heat for sterilization?
a) Limited applicability
b) Slow process
c) High cost
d) Ineffective against certain microorganisms
25. Which test is used to measure endotoxin lcvels in pharmaceuticals?
a) LAL test
b) PCR test
c) ELISA test
d) RIA test
26. What is the role of a cleanroom in pharmaceutical manufacturing?
a) To provide a controlled environment
b) To store raw materials
¢) To perform quality checks
d) To mix drug ingredients

27. Which of the following is a common method for testing microbial contamination in

liquids? \(\ﬂ'
a) Membrane filtration (\() Of‘b/

b) Dry plate count

N Criefoar cvsrmladag PRINCIPAL
c) S‘urla(,(. swabbing Pragati Fafiahnvidyalnya
d) Gas chromatography Bawxhudy, 7. Sillod i
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N7 m,}S"‘)‘f’imt is the key principle behind using chemical sterilants?
a) Destruction of microorganisms

b) Prevention of chemical reactions

c) Preservation of drug potency

d) Enhancement of drug stability

29. Which method of sterilization is best suited for heat-sensitive items?
a) Steam sterilization
b) Ethylene oxide gas
c¢) Dry heat
d) Boiling
30. In pharmaceutical microbiology, what does the term “bioburden” refer to?
a) The amount of microbial contamination
b) The level of endotoxins
c¢) The quantity of drug substance
d) The presence of chemical contaminants

Answer Key
1. b) Quality control and assurance
b) Microbial limit test
b) Filtration
c¢) Bacteria
b) High temperature and pressure
b) Use of preservatives
b) Good Manufacturing Practices
¢) Cryopreservation
b) Measuring microbial load
. b) To increase shelf life
. ¢) Autoclave
. b) Clinical trials
. b) Toxin produced by bacteria
.a) FDA

© NV AW
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¢) Autoclaving \ ;
. b) To quantify microbial load QW/
. a) To provide clean air PRINCIPAL

.d) All of the above Pragati Ifabov idyalaya
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21. a) Bacillus stearolhermoplnlus

22. a) Sterile

23. a) Gamma rays

24.b) Slow process

25.a) LAL test

26. a) To provide a controlled environment
27. a) Membrane filtration

28. a) Destruction of microorganisms

29.b) Ethylene oxide gas

30. a) The amount of microbial contamination
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21. a) Bacillus stearothermophilus

22. a) Sterile

23. a) Gamma rays

24.b) Slow process

25.a) LAL test

26. a) To provide a controlled environment
27. a) Membrane filtration

28. a) Destruction of microorganisms

29. b) Ethylene oxide gas

30. a) The amount of microbial contamination

St

PRINCIPAT

S I L) B
Pragati Mahavidyalaya
Sawkheda, Tq. Sillod,

Biat. Chiratropat] S'—.un!;h.zdiz:agnr



