
Code No: H-8113/PCI
FACULTYOFPHARMACY

M.Pharmacy (PCI)(Pharma Quality Assurance)II-Semester(Main & Backlog)
Examination, December 2025

Subject: Audits and Regulatory Compliance
Time:3Hours Max.Marks:75

Note: Answer any five following questions. (5x15=75Marks)

1. (i)Write the objectives and different types of audit. [7]
(ii) Discuss the functions of Management audit and planning process. [8]

2. (i) Describe c GMP regulations related to management responsibilities. [9]
(ii) Write a brief note on“quality systems approach”. [6]

3. (i)DiscusscGMPregulationsrelatedtoresourcesandmanufacturingoperations. [8]
(ii) How do you address non conformities during quality control activities? [7]

4. (i)Give an over view of auditing procedure of a vendor of API. [7]
(ii) Explain how granulation procedures are audited in tablet manufacturing. [8]

5. (i)Give an over view of auditing procedure of a vendor of API. [8]
(ii) Explain auditing of granulation process in tablet manufacturing. [7]

6. (i)Write a note on the quality assurance in manufacturing of Water for Injection in
Sterile Production. [8]

(ii) Write a note on the quality audit of building of a microbiological laboratory. [7]

7. (i)Explain the procedure for auditing water quality in a pharmaceutical production [8]
(ii) Explain on the audit of pharmaceutical packaging materials. [7]

8. (i) What are the checklist items in a GMP audit of a finished product manufacturing
facility? [9]

(ii) Give a brief note on audit checklist of effluent treatment process. [7]

* * *



Code No. H-8112/PCI
FACULTYOFPHARMACY

M.Pharmacy ( Pharma Quality Assurance) (PCI)II-Semester(Main &Backlog)
Examination, December 2025

Subject: Pharmaceutical Validation
Time:3 Hours Max.Marks:75

Note: Answer any Five questions. (5X15=75Marks)

1. What is the Difference between Calibration and Validation. Explain different phases of
qualification processof analytical equipment. [15]

2. Write a brief note on
(i) Qualification of tray dryer [5]
(ii) Validation Master Plan [5]
(iii) Factory Acceptance Test [5]

3. Write a note on
(i) Write a note on qualification of UV-Visible Spectrophotometer. [7]
(ii) Qualification of HPLC [8]

4. (i) Write a brief note on qualification off ability test apparatus. [7]
(ii) Write a bout pharmaceutical water system validation. [8]

5. (i) Define process validation. Explain the different steps in process validation. [10]
(ii) Write a brief note on documentation of Process Validation. [5]

6. Write a note on
(i) Steps in calibration of GC [8]
(ii) Cleaning off abilities [7]

7. Write brief note on following
(i) Validation of facilities in sterile plant [8]
(ii) Digital signature 21CFR part 11. [7]

8. Write a note on
(i) Patents, Copyright, Trademark [9]
(ii) Role of I Pin pharmaceutical industry [6]

* * *



CodeNo. H-8099/PCI

FACULTYOFPHARMACY
M.Pharmacy (Phar.Analysis)II-Semester(Main &Backlog) Examination,

December 2025
Subject: Modern Bioanalytical techniques

Time:3 Hours Max.Marks:75
Note: Answer any five following questions. (5x15= 75Marks)

1. a) Summarize the general principle and procedure involved in protein precipitation
sample treatment methods.

b) Explain the Bio analytical method validation as per USFD Guidelines.

2. a) Describe the compendia methods of dissolution testing.
b) Explain different experimental methods for solubility determination.

3. a)DiscussaboutCytochromeP450baseddruginteractions.
b) Explain about different Pharmacokinetic and Pharmaco dynamic

drug interactions with examples.

4. a) Write about different calculator media.
b) Discuss different techniques for the characterization of cells along with their

applications.

5. a) Write about the clinical significance of Bioequivalent lance studies.
b) Explain different methods for assessment of the bioavailability of new drug

products.

6. a)Write about basic equipment use din cell culture lab.
b) DiscussaboutBiopharmaceuticalfactorsaffectingdrugbioavailability.

7. a)Explainaboutin-vivoandin-vitromethodsforcheckingcellularpermeabilityof new
drug products.

b) Explain about principles, instrumentation and applications of flow cyto metry.

8. a) Write about Ratliver microsomes and Human Liver micro somes.
b) Discuss about different approaches for quantification of metabolites.

******



Code No: H-8114/PCI
FACULTYOFPHARMACY

M.Pharmacy-II Semester(PCI)(Ph.Quality Assurance)(Main &Backlog)
Examination, December 2025

Subject: Pharmaceutical Manufacturing Technology
Time:3 Hours Max.Marks:75
Note: Answer any five questions. (5X15=75Marks)

1. Discussthefactorsinfluencingplantlayoutandspecialprovisionsofplant
layout.

2. Describe about process automation in pharmaceutical industry.

3. Enumerate in process quality control tests for sterile products, suspensions &dry powder
solution.

4. Discuss about advanced sterile product manufacturing technology.

5. Discuss about in process Quality control tests for tablets and Capsule.

6. Discuss about coating technology.

7. Explain about stability aspects and evaluation of packaging material.

8. Elaborate Process analytical technology.

*******



Code No: H-8111/PCI
FACULTYOFPHARMACY

M.Pharmacy-II Semester(PCI)(Pharmaceutical Quality Assurance)(Main& Backlog)
Examination, December 2025

Subject :Hazards and Safety Management
Time:3 Hours Max.Marks:75
Note: Answer any five questions. (5x15= 75 Marks)

1.Explain in detail about Mineral resources.

2.Explain in detail about Regulation of Chemical Based Hazards.

3.WriteabriefnoteonPreliminaryHazardanalysisandcriticalhazardmanagement
system.

4.WriteanoteonAircirculationmaintenanceinindustryforsterileandnon-sterile area.

5.Explain in detail about Control measures for chemical lhazards.

6.Explain in detail about Mechanical & Chemical explosion.

7.ExplainindetailaboutSelf-protectivemeasuresagainstworkplacehazards.

8.(a)Give a brief note on various types of fire extinguishers.
(b)Add a note on Effluent treatment procedure.

*******
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