«Education for Knowledge, Science and Culture”
-Shikshanmaharshi Dr, Bapuji Salunkhe

Shri Swami Vivekanand Shikshan Sanstha’s
VIVEKANAND COLLEGE, KOLHAPUR {AUTGNDMOUS)
Department Of Microbiology

Value Added Course
“Microbial Quality Control in Pharmaceutical
Industries”

el 2.

Academic Year: 2022-2023

(E Scanned with OKEN Scanner



VIV

Name of the ¢

S duen

Shri Swam

FKANAND COLLEGE (AUT

tion for Knowledge,

Shilkshanmahars

gelence and Culture”

hi Dr. Bapuji Salunkhe

i Vivekanand Shikahan Sanstha’s
ONOMOUS), KOLHAPUR

Department of Microbiology

Value Added Course (2022-23)

ourse — “Microbial Quality Control In Pha

rmaceutical Industries”

INDEX
| Sr. Content
No.
1 Brochure
2 Notice
3 Syllabus
4 Student list
5 Time table
6 Student attendance
0 Question paper
8 Students answer sheets
9 Result
10 Certifieate

(E Scanned with OKEN Scanner




8 e eV
L

\E}D Wel

-y &) e
=1 JUNE |
. 40 S

"Educatid® for Knowledge, Science and®ulture "
Dr.Bapuji Salunkhe ®™ &

Shree Swami Vivekanand Shikshan Sanstha's

Vivekanand College, Kolhapur(Autonomous)
DEPARTMENT OF MICROBIOLOGY

VALUE ADDED COURSE
MICROBIAL QUALITY CONTROL IN

PHARMACEUTICAL INDUSTRIES
FEES :
RS.500
ADMISSION T
OPEN MS.V.V.MISAL - 9822376171

MS.T.K.ULHALKAR- 7719020896

(% Scanned with OKEN Scanner



Dissemination of Education for Knowledge, Science and Culture”
- Shikshanmaharshi Dr. Bapuji Salunkhe

Shri Swami Vivekanand Shikshan Sanstha’s

VIVEKANAND COLLEGE, KOLHAPUR (AUTONOMOUS)
Department of Microbiology

Academic Year 2022-23

NOTICE

All the students of B. Sc. part I, II, and 111 are hereby informed that, the

admissions for the value added course “Microbial Quality Contrel in
Pharmaceutical industries”, Department of Microbiology, has been started. All

the interested students should contact the department of Microbiology.

Registration Fees- Rs. 500

=\ 1084 ) Y

%, ’_".'*.'Ir{}, s

Date- 02/02/2022

ek

Dr. G. K. Sontakke
Head/'Co-eordmator
D"-‘ﬂ'i:‘hn‘.n:'.i aof hig iy

Yivelanaead (ol P VLD ™

(E Scanned with OKEN Scanner



Sr. No. | Department

Signature
1 Botany W
2 Zoology e
3 Chemistry | g
4 Biotechnology N
5 Physics Ui
6 Mathematics s
7 Statistics
8 Computer Science Ay
9 Electronics . 20—

NOTE:- Pleage cireulale 4his
gvoups.

notice on Your Whats opp

be |

(E Scanned with OKEN Scanner



“Dissemination of Education for Knowledge, Science and Culture”
- Shikshanmaharshi Dr. Bapuji Salunkhe

Shri Swami Vivekanand Shikshan Sanstha's
VIVEKANAND COLLEGE, KOLHAPUR {AUTDNUM{}US}

Department of Microbiology

Academic Year 2022-23
Date- 06/03/2023

NOTICE
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“Education for Knowledge, Science and Culture”
- Shikshanmaharshi Dr. Bapuji Salunkhe

Shri Swami Vivekanand Shikshan Sanstha’s
VIVEKANAND COLLEGE, KOLHAPUR (AUTONOMOUS)
Department of Microbiology
Career Oriented Course

Microbial Quality Control in Pharmaceutical Industries

Course outcome -
After completing this course, students will be able to-

Understand clean room concept and its applications in pharmaceutical industries
Apply good laboratory practices during work in pharmaceutical industries.
Understand various drug acts related to pharmaceutical industries.

Use biochemical and immunological methods for testing of pharmaceutical products.

* * * »

TOTAL HOURS: 30

Course Unit Topic lec/Hours

Add-on 1 Microbiological Laboratory and Safe Practices

(Semester) A. Good laboratory practices - Good laboratory practices, 15
Good microbiological practices

B. Biosafety cabinets — Working of biosafety cabinets, using
protective clothing, specification for BSL-1, BSL-2, BSL-3.
C. Clean Room Concept- Classification, Sampling and control
of Microorganisms

D. Discarding bichazardous waste — Methodology of
Disinfection, Autoclaving & Incineration

E. Drug act schedule 1- 1P, BP, USBP, GMP

I Determining Microbes in Food / Pharmaceutical | 15

Sample

A. Biochemical and immunological methods: Limulus lysate
test for endotoxin, gel diffusion,

sterility testing for pharmaceutical products

B. Injectables

C. Biosensors.
D. Calibration of instruments

SUGGESTED READING
1. Jay JM, Loessner MJ, Golden DA (2005) Modern Food Microbiology, Tth edition. Springer

2. Baird RM, Hodges NA and Denyer SP (2005) Handbook of Microbiological Quality control in
Pharmaceutical and Medical Devices, Taylor and Francis Inc.
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VIVEKANAND COLLEGE (AUTONOMOUS), KOLHAPUR
Department of Microbiology
Value Added Course
“Microbial Quality Control In Pharmaceutical Industries”
Theory Examination
2022-2023
Date — 18 July 2023 Total marks- 100
. Time- 3Hrs
Instructions: 1) All questions are compulsory ;
2) Draw neat labeled diagram wherever necessary.
3) Figures to the right indicates full marks

Q.1 Rewrite the sentence by choosing most correct alternative from the given alternatives. 20
1.The molecule which are to be measured by using biosensors are known as

a) Biological molecules b) Analyzers ¢) Transductor d) Carrier
2. In biosensor generate electric impulse.
a) Analyzer b) Biological molecules  ¢) Transductor d) Carrier
3. proves that the equipment works a.;:nrre:ctly & actually leads to correct & reliable results.
a)Calibration b) Qualification ¢) Quantification d) Analysis
4, Filter is used for strongly alcoholic solutions.
* a) cellulose nitrat b) cellulose acetate c) cellulose oxalate  d) cellulose silicate
5. Pharmacopia word is derived from pharmakon & poiea means
a) Drug; to make b) Drug;to sale ¢) Drug:to purchase d) drug;to store
6. Filter is used in membrane filtration apparatus for weakly alcoholic solutions.
a) cellulose nitrate b) cellulose acetate ¢) cellulose oxalate d)cellulose silicate
7.What is DTAB ?
a) Drug Technical Advisory Board b) Drug Technology Advisory Board
“¢) Drug Technical Advice Board d) Drug Technique Advisory Board
8. Efficiency of HEPA filter is %
a) 99.97 b) 88.87 | ¢) 90.97 d) 90.00
9. Grade B air born particle is based on classificationof
-~ a)1S09 b) 1SO 3 ¢) 1805 d)ISO 8
10.In laminar air flow which type of filter is located
a) Membrane filter b) Seitz filter c) HEPA filter d) Vaccum filter
11. area has the lowest chance of producing a biomedical waste.
a) Hospital b) Clinics ¢) Laboratories d) Agricultural lands
12. LAL test used to determine in pharmaceutical products.
a) endotoxin b) endoeneyme c) exotoxin d) exoenzymes
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13. of the following is categorized as an incineration waste.

a) Incineration ash b) Animal waste c) Solid waste d) Cytotoxic drugs
14, linked chromogen is used in chromogenic reagent.

a) p-aminobenzoic b) p- nitroaniline ¢) P-aminoaniline d) p- nitropheniline

15. Biosafety levels are ranked as

a) 1-4 b)0.1-10 c) 1-8 d) 1-10

16. of the following is Risk Group - 4 agent.

a) Ebola Hemmorrhagic fever virus b) Rabies virus ¢) E.coli d) T4 bacteriaphage
17. are known as “total containment cabinates™.

a) BSC Class-1 b)BSC 2 Class A c) BSC Class -3 d)BSC 2 Class Bl
18, types of biosensor measure electric conductivity during a reaction.

a) Conductometric biosensor b) Calorimetric biosensor

¢) Potentiometric biosensor d) Optical biosensor

19.A set of rules ,operating procedures to ensure quality & accurate result in laboratory is known as

a) Good laboratory practice b) Good manufactured practices

¢} Standard operating procedure d) None of these.

20. Sterility test is used to determine presence of in pharmaceutical product.

a) Endotoxin b) Virus ¢) Inactive bacterial product  d) Viable bacterial cell
(.2 Attempt any one - 20

1. Define biosensor. Discuss in detail components, types & application of biosensor.
2. Define BSC. Explain in detail Class [ Biosafety cabinates (BSC) & Class 111 Biosafety
cabinates cabinates.

Q.3Attempt any four- 40
1. Explain in detail LAL test and its application in pharmaceutical industry

Explain in detail Microbial control of cleanrooms.

Explain a brief account on Good laboratory practices.

Explain in detail BSL -3 & BSL-4.

Explain the schedules under the drug Act 1940.

Illustrate the qualification needed during calibration of instruments

CE

Q.4 Attempt any four. 20
Good microbiological practices

Advisory Administration of Drug Act 1940

Ultraviolet lamp :

Autoclaving

Membrane filtration method of sterility testing

Clean room classification
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Vivekanand College (Autonomous), Kolhapur

Department of Microbiology
Value added course 2022-2023
“Microbial Quality Control In Pharmacentieal Industries”

Result summary

Sr.No Name of Student Seat Na, Marks
I Adav Prachi Jotiba 101 Ab
2 Alave Aarya Rajendra 102 Ab
3 Athanikar Sabira Nijam 103 39
4 Awalkar Anchal Nandkumar 104 67
5 Bangodi Harsh Kishor . 105 46
6 Burdeskar Stuti Kaitan 106 Ab
7 Basare Gavatri Pramod 107 45
8 Bhatmare Saurabha Sambhaji 108 36
9 | Chavon Pratiksha Ananda 109 Ak
10 | Chougale Nikila Bharat 110 57
! Desai Tasnim Yunus 11 47
12 Gaikwad Nikita Nandkumar 12 S8
13 Gurav Shivani Vinavak 113 52
14 Hadpal Ratuja Tanaji 114 38
15 Haval Arpita Sachi 115 71
16 Kadam Neha Krushnat 116 65
17 Kalamkar Asavari Anil 17 63
18 Kandalkar Namara Anil 118 65
19 K.ashid Snehal Babaso 119 57 .
20 Kesarkar Prachi Chandrakant 120 56
21 Khanapure Ammar Abdulgalar 121 39
22 | Koli Privanka Sunil 122 66
23 Kumithekar Krushnakant Surendra 123 b
24 Lavhate Prachi Suresh 124 35
25 Madhale Ashlesha Shivaling 125 44
26 Makandar Fardin M ’ 126 Ab
27 Mali Prachi Sanjay 127 18
28 | Mane Rohan baban 128 57
29 Mane Utkarsha Gajendra 129 45
30 Mujawar Abida Altaf 130 a4
31 | Muri Vanshita Sanjay 131 54
32 | Naik Shalom Vishwas 132 35
33 Nalawde Sakshi Sunil 133 40
34 Notani Disha Santosh 134 3
35 | Padaval Damini Mohan 135 3
36 | Pardeshi Shrutika Manik . 136 60
37 | Parkar Siddhi Anil 137 a0
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“Education for Knowledge, Science and Culture”
Shikshanmaharshi Dr. Bapuji Salunkhe
Shri Swami Vivekanand Shikshan Sanstha’s
VIVEKANAND COLLEGE , KOLHAPUR (AUTONOMOUS)
Department of Microbiology
Value Added Course (2022-2023)
Name of the course — “Microbial Qualify Control In Pharmaceutical Industries”
Name of Student: Ms. Haval Arpita Sachin
Exam Seat No.- 115 -

Theory Grand Total | Percentage (%) Remark
Max. Marks 100 100
Min. Marks for passing 35 % 71 Pass with first
- . © class
Marks Obtained 71 71

{@Jﬁx Yo _—
* Course Co-ordinator ' " prinsip

Jivekanand
Kalhapur
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" Educatmn fur Knuwledge Smence & Culture
-Shikshan Maharshi Dr. Bapujl Salunkhe

Shri. Swami Vivekanand Shikshan Sanstha’s

VIVEKANAND COLLEGE,

d‘z'w:p. ]
e KOLHAPUR [ EMPOWERED AUTONOMOUS )

NAAC Accredited ‘A" Grade With CGPA 3. 24, College With Potential For Excellence by UGC
Star College By DBT, Govt. Of India

DEPIIRTI’IIEI’IT Of MICROBIOLOGY

_9-._

o

This is to certify that _ Ms . Haval Pt"rmfﬂ <achmn of
B.Sc. M/ has successfully completed the value ndded course on "Microbial Quality Control In
Pharmaceutical Industries" carried out in the Department of Microbiology, Vivekanand

7!

College, Kolhapur (Empowered Autonomous) during academic year 2022-2023 from &

8th March to 18th July 2023. This certificate is awarded to hifm/her after passing theory ..

examination. - %
MS. S- A. PiSE D]‘, R. R. Kumbhar e
Course Co-ordinator - - PEHC&F;;L %

e R R e RN O R
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