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TT—08—2024
FACULTY OF PHARMACEUTICAL SCIENCES AND TECHNOLOGY
M. Pharm. (Second Semester) EXAMINATION
APRIL/MAY, 2024
HAZARDS AND SAFETY MANAGEMENT

Paper MQA-201-T

(Wednesday, 15-05-2024) Time : 2.00 p.m. to 5.00 p.m.
Time—Three Hours Maximum Marks—T5
Note :(— (i) All questions are compulsory.

(ii) Figures to the right indicate full marks.
(iit) Answer to the point only.
1; Answer the following questions : 10x2=20
(@) Mention types of fire extinguishers.
(b) Give the functions of ecosystem.
(c) What are the risk associated with sulphonation ?
(d) Give objectives of critical training for risk management.

(e) Write an importance of sprinkling and relief valves.
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o What do you mean by TLV ?
(§)  What are BOD and COD ?
(h) Enlist various tools used to prevent hazards in industry.
(@) Define ecosystem.
(02 What is preliminary hazard analysis ?
2. Solve any two of the following : 2x10=20
(a) Discuss in detail about sources and controlling measures of chemical
haz-érds.
b) Explain ICH guidelines on risk management and risk assessment.
(e) Define and classify air pollutant. What are the sources of air pollutants ?
Discuss common air pollutants in detail.
3. Answer any seven of the following : 7x5=35
(@) Explain preventive and protection management strategy for fire and
expiosion hazards.
(b) Write in brief about management of combustible and toxic
gases.
(c) What are the sources of chemical hazards ?
(d) Write a note on safety and hazard regulatory bodies.
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(e) Discuss about role of emergency services in hazard
management.
V8] Explain in brief multiphase reaction, transport effect and a global
rates under fire and explosion.
(g) Describe in detail about Effluent Treatment Procedure (ETP).
(h) Write a note on air based hazards.
(1) Explain in detail cycle of nuclear fuel.
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TT—20—2024
FACULTY OF SCIENCE AND TEHCNOLOGY
M. Pharmacy (Second Semester) EXAMINATION
APRIL/MAY, 2024

PHARMACEUTICAL VALIDATION

(MQA-202-T)
(Friday, 17-05-2024) Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hours Maximum Marks—T75
N.B. :— (i) All questions are compulsory.

(ii) Figures to the right indicate full marks.
1. Attempt the following : 10x2=20
(@) Define qualification with example
(b)  Write the difference between validation and calibration
(c) What is LOD and LOQ
(d) Define cleaning validation

(e) What is mechanism of dry heat sterilization ?

H How HPLC separates mixture into its components ?
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(g)  Differentiate between disintegration and dissolution.
(h)  What is HVAC ?
@) Define retrospective validation and revalidation.
V)] What is GAMP ?
2. Attempt any two : 2x10=20
(@)  Write the concept of intellectual property and intellectual property rights.

(6)  Expilain qualification of tablet punching machine.

(e) Define validatien and briefly explain about user requirement

specifications and change managements.
3. Attempt any seven : 7Tx5=35
(@)  Write a note on validation master plan.
(b)  Discuss about the calibration of UV-visible spectrophotometer.
(c) Write steps to be followed in cleaning of equipments.
(d) Explain the validation of compressed air and nitrogen.

(e) Describe USFDA guidelines on process validation.
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H Explain various paramaters of validation of analytical methods as per

ICH guidelines.
(g)  Describe types of patent application.
(k)  Discuss significance of transfer of technology.

() Write a note on qualification of beakers and burette.
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This PDF document was edited with Icecream PDF Editor. VE183DEX329YF183DEX329YF183DE
Upgrade to PRO to remove watermark.


https://icecreamapps.com/PDF-Editor/upgrade.html?v=3.26&t=9

This question paper contains 3 printed pages]
TT—32—2024
FACULTY OF PHARMACUTICAL SCIENCE & TECHNOLOGY

M. Pharmacy (First Year) (Second Semester) EXAMINATION

APRIL/MAY, 2024

AUDIT AND REGULATORY COMPLIANCE

Paper MQA-203T

(Monday, 20-05-2024) Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hours Maximum Marks—T5
N.B. :— (i) All questions are compulsory.

(ii) Answer to the point only.
(iii) Figures to the right indicate full marks.
1. Answer all the following questions : 10x2=20
(@) Define audit.
) Define CGMP.
(c) What is GMP audit ?

(d) Enlist different stages in audit.
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(e) Name different regulatory agencies.
H Write information gathering process for audit.
(g) What is quality system approach ?
(h) Enlist design and construction features of water for injection.
(1) Write difference between critical and non-critical components.
() Define quality control.
2 Answer any two of the following : 2x10=20
(@) Explain role of quality system in manufacturing.
(b) Describe procedure to perform audit for micro-biological laboratory.
(e) Discuss audit in bulk pharmaceutical industry.
3. Answer any seven of the following : Tx5=35
(a) What are evaluation activities for drug industries ? Describe in detail.
) Describe audit in granulation.
(e) Explain audit cheaklist for drug industries.
(d) Explain audit of HUAC system.
(e) Discuss on quality assurance maintenance.
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& Discuss vendor audit.
() Explain audit in engineering department.
(h)  Discuss various CGMP regulations for pharma industry.

(@) What is role of ETP in industry ?
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TT—44—2024
FACULTY OF PHARMACEUTICAL SCIENCE & TECHNOLOGY
M. Pharm. (First Year) (Second Semester) EXAMINATION
APRIL/MAY, 2024
PHARMACEUTICAL MANUFACTURING TECHNOLOGY

Paper MQA-204T

(Wednesday, 22-05-2024) Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hours Maximum Marks—T75
N.B. :— (i) All questions are compulsory.

(ii) Figures to the right indicate full marks.
i 4 All questions are compulsory : 10x2=20
(@) What is QTPP ?
(b) Give the principle of non-sterile manufacturing technology.
(c) What is CIP ?
(d) Enlist quality control test for container and closures.

(e) What are the factors affecting plant layout ?
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& What is process automation in pharmaceutical industry ?
(g) Give application of fluidized bed technology.
(h)  Give the principle of aseptic process technology.
(2) What do you mean by flexible packaging ?
6, Give the benefits of PAT.

2. Solve any two of the following : 2x10=20
(a) Explain in detail the IPQC test for tablets and capsules.
(b) Describe in detail lyophilization technology.
(e) Discuss QBD approach for drug substance.

3. Solve any seven of the following : 7x5=35
(@) Discuss problems encountered during coating process.
(b) Explain IPQC test for sterile emulsion and suspension.
(e) Describe in detail equipments used in tablet and capsule manufacturing.
(d) Explain tools of PAT.
(e) Discuss manufacturing technology of SVP and LVP.
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H Explain importance of training in phai'maceutical industry.
(2 Give the factors influencing plant location.
(h) Explain applications and benefits of prefilled syringe.
(2) Discuss the stability aspects of packaging.
TT—44—2024 3
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QT—37—2023
FACULTY OF SCIENCE AND TECHNOLOGY
M. Pharm. (CBCS PCI) (First Year) (Second Semester) EXAMINATION
JANUARY, 2024
PHABMACEUTICAL MANUFACTURING TECHNOLOGY

Paper MQA-204T

(Wednesday, 3-1-2024) Time : 2.00 p.m. to 5.00 p.m.
Time—Three Hours Maximum Marks—175
N.B. :— (1) All questions are compulsory.

(zi)  Answer to the point only.
(iii)  Figures to the right indicate full marks.
i Answer all the following questions : 10%2=20
(a) Enlist the quality control tests for containers and closures.

(b) Give wall and floor treatment of sterile product manufacturing

area.
(¢) What is meant by sterilization in place (SIP) ?

(d) Write in short about Rota granulator.
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(e) Write importance of blister pack in pharmaceutical packaging.
H Enlist different factors considered while selecting plant layout.
() Write Pyrogen test for injectables.
(h)  What is QTPP ?
(2) Compare continuous and batch mixing in tablet production.
o) What is form fill seal technology ?
2. Long answer questions (answer 2 out of 3) : 2x10=20
(@) Explain in detail production planning.
() Discuss in detail manufacturing, manufacturing flow chart and IPQC
test for sterile emulsion and suspension.
(c) Describe in detail quality by design approach.
3. Short answer questions (answer 7 out of 9) : 7x5=35
(@) Explain sterile product manufacturing technology in view of area
pla;fxning and environmental control, wall and floor treatment.
(b) Write in detail manufacturing flow chart and IPQC test for
Tablets.
(c) Discuss in detail coating equipments.
(d) Describe in short spheronizers and marumerisers along with their

advantages.
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(e) Explain PAT Act as a driver for improving quality and reducing
cost.

H Describe principle and process for Lyophilization technology.

(g) Explain in detail biological test for containers and closures.

(h) Write a short note on analytical QbD.

(z) Write notes on :
(@)  Caleulation of standard cost
(b)  Dispatching of records.
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HQ—17—2022
FACULTY OF SCIENCE AND TECHNOLOGY
M.Pharm. (First Year) (Second Semester) EXAMINATION
MARCH/APRIL, 2023
PHARMACUTICAL QUALITY ASSURANCE
Paper MQAZ202T

(Pharmaceutical Validation)

(Monday, 20-3-2023) Time : 2.00 p.m. to 5.00 p.m.
Time—Three Hours Maximum Marks—175
N.B. :(— (1) All questions are compulsory.

(zx) Answer to the point only.

(zzi)  Figures to the right indicate full marks.
1 Solve all of the following : 10x2=20
(a) What are FAT and SAT ?
(b) Define preventive maintenance.
(e) What is operational qualification ?
(d) Give applications of HPTLC.
(e) Differentiate between validation and calibration.
) What is copyright ?
(g) What is clean room ?
(h) Write advantages of equipment qualification.
(1) Enlist quality control test for coated tablets.
W What is intellectual property ?
PT.O.
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2. Solve any fwo of the following : 2x10=20
(a) Define compressed air system. Explain validation of compressed air
system.
(b) Explain various steps involved in cleaning validation.
(e) Discuss qualification of UV-visible spectrophotometer
3. Solve any seven of the following : Tx5=35
(a) Discuss validation of media fill test.

(b) Enlist different IPR. Explain patent and trademarks.
() Explain computer system validation.
(d) Describe process validation technique in detail.

(e) Explain the steps involved in designing and installation of

pharmaceutical water system.

03] Describe the process of copyright registration.

(g) Explain various parameters as per ICH in method validation.
(h) Discuss qualification of disintegration test apparatus.
(z) Explain validation of capsule filling machine.

HQ:17—2022 2

79FCFE4A236922CEC72311C6693897AA




This question paper contains 2 printed pages]
HQ—07—2022
FACULTY OF PHARMACEUTICAL SCIENCE AND TECHNOLOGY
M.Pharm. (Second Semester) EXAMINATION
MARCH/APRIL, 2023
HAZARD AND SAFETY MANAGEMENT
Paper-M@QA-201-T

(Friday, 17-03-2023) Time : 2.00 p.m. to 5.00 p.m.
Time— Three Hours Maximum Marks—175
N.B. :— (i) All questions are compulsory.

(2z). Figures to the right indicate full marks
1. Write the answer of the following : 10x2=20
(@ Why is TLV important ?
(&) What is an ecosystem ?
() Write an importance of sprinkling and relief valves.
(d) Mention sources responsible te create bad air quality.

(e) Write the significance to minimize the use of non-renewable energy

resources.
H Which gas is used in fire extinguisher ?
(g) What are the two different hazards of electricity ?
(h) Give the significance of critical hazard management system.
(i)_ Enlist various tools used to prevent hazards in industry.
62 Write the role of flares.
2. Write the answer of any fwo questions : 2x10=20

(@) Define and classify air pollutant. What are the sources of air pollutants?
Discuss common air pollutants in detail.

(b) Discuss the mechanical, electrical and thermal hazards to human. Discuss

any one type of hazards in detail.

() Write about function of producers, consumers and decomposers in an
ecosystem. Describe the concept of an ecosystem.
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3 Write the answer of any seven questions : Tx5=35
() What is PHA ? Discuss the key features of PHA.
®) Discuss the methods used in a pharmaceutical plant for fire prevention.
() What are TLV and STEL concepts ? Explain their application for
protection of workers to chemical exposure.
(d)  Explain sulphonating hazards and their prevention.
(e) Classify electric hazards and methods to prevent them.
¥ Discuss mechanical hazards in a pharmaceutical plant and methods
used for preventing them.
(g) Write a note on safety and hazard regulatory bodies.
(h)  What are BOD and COD ? Write their limits for maintaining acceptable
effluent quality.
0] Discuss the Sprinkling and relief valves for fire control.
HQ—07—2022 2
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PQ-—03—2022
FACULTY OF SCIENCE & TECHNOLOGY

M. Pharm. (First Year) (Second Semester) EXAMINATION

MAY/JUNE, 2022
HAZARDS & SAFETY MANAGEMENT

(MQA-201T)
(Tuesday, 26-07-2022) Time : 02.00 p.m. to 05.45 p.m.
Time— 3.45 Hours Maximum Marks—175
N.B. :— (i) All questions are compulsory.
(iz) Answer to the point only
(zz1) Figures to the right indicate full marks.
1, Solve all the following : 2x10=20

(a)
o))
(c) |
(d)
(e)

)]

(h)

(2)

0
2, Solve

(a)

Give the objectives of Factory Act and Rules.

Enlist the sources of air based hazards.

What are the risk associated with sulphonation ?

Enlist the renewable and non-renewable sources of energy.
Give the functions of ecosystem.

What is preliminary hazard analysis ?

Mention the types of fire extinguishers.

What is TLV ? Mention its significance.

Enlist the hazard based on radioisotopes.

Give the objectives of critical training for risk management.
any two of the following : 10x2=20

Discuss in detail about air circulation maintenance for sterile area and

non-sterile area in industry.

BETO.
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3. Solve

(a)
(b)
(e)

(d)
(e)
5]

)
(h)
(1)

( 2) PQ—03—2022

Discuss in detail about source and controlling measures of chemical
hazards.

Discuss about energy resources and land resources and problem
associated with it,

any seven of the following :
Write a note on ICH guidelines for risk assessment and management.
Discuss various management tools to control over éxposure to chemicals.

What is the relief system and proofing system in prevention and
protection of fire.

Write in brief about management of combustible and toxie gases.
Write a note on critical training for risk management.

Discuss in brief about multiphase reaction, transport effect and global

rates under fire and explosion.
Write a note on natural resources.
Write a note on air based hazards.

Discuss about role of emergency services in hazards management.

PQ—03—2022 2
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PQ—09—2022
FACULTY OF SCIENCE AND TECHNOLOGY
M. Pharmacy (Second Semester) EXAMINATION
MAY/JUNE, 2022

(CBCS/PCI)

PHARMACEUTICAL VALIDATION
(Thursday-28-7-2022) Time : 2.00 p.m. to 5.45 p.m.
Time— 3.45 Hours Maximum Marks—T5
N.B. .— (i) All questions are compulsory.

(ir) Figures to the right indicate full marks.
g Attempt the following : 2x10=20

(@)  Define qualification with example.
()  Write importance of Vendor Certification.
(¢  Enlist important steps involved in disposal of Pharmaceuticals.
(d) What is pharmaceutical process validation ?
(e) Write applications of HVAC in Pharmacy.
03] What is compatibility study ?
() What is the significance of critical process steps ?
(h)  Define validation master plan.
@ Define revalidation and change management.
§); What is compatibility test ?
2. Solve any two : 10x2=20

(@) What do you mean by analytical method validation. How analytical
method is validated as per ICH guidelines.

|25 b
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() What is qualification of instruments ? Explain qualification of HPLC.
(c) Explain intellectual property, intellectual property protection and in-
tellectual properly rights.
3. Attempt any Seven : 5xT=35
(@  Explain FAT and SAT.
() Describe different IPQC tests for Tablet formulation.
(c) Explain different steps of qualification for Tablet punching machine.
(d) Explain importance of training in Pharmaceutical.
(e) Explain validation of sterile product plant.
6] How to control raw material in Pharma Industry.
(g What is cleaning method development. Discuss cleaning in place.
(k)  Explain role of IP in Pharmaceutical Industry.
@ Describe validation of integrated lines by media fill test.
PQ—09—2022 2
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PQ—15—2022
FACULTY OF PHARMACEUTICAL SCIENCES

M. Pharam (First Year) (Second Semester) EXAMINATION

JUNE/JULY, 2022

(CBCS PSI)
AUDITS AND REGULATORY COMPLIANCE
MA203T
(Saturday, 30-7-2022) Time : 2.00 p.m. to 5.45 p.m.
Time— 3.45 Hours Maximum Marks—T75
N.B. :— (i) All questions are compulsory.
Answer to the point only.
Figures to the right indicate full marks.
I Solve all the questions : 10x2=20
(@)  Define quality audit. |
(b)  Give the types of compliance risk.
() Give the duties and responsibilities of quality auditor.
(d)  Give the objectives of audit.
(e) Define Vendor.
5] Give the advantages of management audit.
(g)  Enlist the packaging materials used for packaging of pharmaceuticals.
(h)  What is critical system ?
()  What is HVAC ?
)] Enlist the qualities of vendor selection.

P T.0.
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2. Solve any two of the following : 10x2=20
(@)  Discuss the auditing and manufacturing process of microbiological
laboratory.
(b)  Discuss CGMP regulations in manufacturing of pharmaceuticals.
(c) Discuss in detail bulk pharmaceutical chemicals and packaging mate-
rials vendor audit.
3. Solve any seven of the following : 5x7=35
(@)  Discuss the steps in planning and corrective actions of an audit.
(b)  Explain the quality assurance functions.
() Discuss audit for water for injection.
(d) Discuss the management responsibilities of an audit.
(e)  Discuss the audit of granulation department.
7] Discuss role of quality system in manufacturing operations.
(g) Explain the audit of sterile product and packaging in detail.
(h)  Discuss building raw materials, water and packaging materials in
microbiology laboratory.
@ Discuss audit process for quality assurance and engineering
department.
PQ—15—2022 2
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PQ—21—2022
FACULTY OF PHARMACEUTICAL SCIENCES
M. Pharm. (Second Semester) EXAMINATION
MAY/JUNE, 2022

(CBCS PCI)
PHARMACEUTICAL MANUFACTURING TECHNOLOGY
MQAZ204T
(Tuesday, 02-8-2022) Time : 2.00 p.m. to 5.45 p.m.
Time— 3.45 Hours Maximum Marks—T75
N.B. .— () All questions are compulsory.

(1) Answer to the point only.
(i) Figures to the right indicate full marks.
i 5, Solve the following questions : 20
(@  What is sterilization in place (SIP) ?
()  What is formulation by design ?
(c) Enlist in process quality control tests for suspension ?
(d) What is QTTP ?
(e) State ICH guidelines.
5] Write a note on drug plastic interaction.
(g What is QbD ?
(h) ~ What is process automation in pharmaceutical industry ?
@) Write in brief about Form Fill Seal (FFS) technology.

V) Give application of fluidized bed technology.

P.T.0.
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2, Answer any two of the following : 2x10=20
(@  Explain lyophilization technology in detail.
() Discuss in details about containers and closures used for
pharmaceuticals.
(c) Discuss process automation in pharma industries for granulation and
pelletization processes.
3. Solve any seven of the following : Tx5H=35
(@) Give the quality control test for emulsion and suspension.
(b) Describe the legal requirement during developing a pharmaceutical
industry. What are the factors influencing plant location ?
(c) Discuss in detail about Cleaning In Place (CIP).
(d) How stability of pharmaceutical packaging material is evaluated ?
(e) Give the principle of aseptic process technology.
h Discuss in detail the QbD approach for excipients.
(g) Discuss in detail factors affecting plant layout.
(h) Discuss in detail various tools of Process Analytical Technology (PAT).
@ Discuss the problems encountered in coating process.
PQ—21—2022 2
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CN—03—2019
FACULTY OF PHARMACEUTICAL SCIENCES AND TECHNOLOGY
M.Pharm. (Second Semester) EXAMINATION
OCTOBER/NOVEMBER, 2019
HAZARDS OF SAFETY MANAGEMENT

(MQA-201T)
(Thursday, 28-11-2019) Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hours Maximum Marks—175
N.B. .— () Attempt all questions.

(i)  All questions carry equal marks.
(i)  Answer to the point only.
1 5 Answer any ten : 10x2=20
(@) Give the classification of mineral sources with examples.
b) Mention the types of fire extinguishers.
(c) What is BOD and COD ?
(d) List out the significance of ecosystem.
(e) Name the categories of biotic compounds.
@ What is preliminary hazard analysis ?
(g) Enlist hazard based on radioisotopes.
(h) ~ What is TLV ? Mention its objectives.
() Define ecosystem.
§)) Mention the non-renewable and renewable sources of energy.
(k) Enlist the risk due to sulphonation.

03] Write the effect of mining on environment.

P.T.O.
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2, Answer any two : 2x10=20
(@) Give the ICH guidelines on risk management and risk assessment.
b) Describe in brief about water pollution. How is it controlled ?
(c) Discuss the role of emergency services to prevent any hazard.
3. Answer any seven : Tx4=28
(@) Describe how to control measures for chemical hazards ?
) Explain preventive and protection management strategy for fire and
explosion hazards.
(c) Discuss in detail critical hazard management system.
(d)  Discuss on the fundamentals of accident prevention in industry.
(e) Explain in detail cycle of nuclear fuel.
8] How hazards can be identified ?
)] Write in brief multiphase reacfion, transport effect and global rates
under fire and explosion.
(h)  What are the sources of chemical hazards ?
@) Explain various natural resources and their associated problems.
CN—03—2019 2
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CN—09—2019
FACULTY OF PHARMACEUTICAL SCIENCE AND TECHNOLOGY
M.Pharm. (Second Semester) EXAMINATION
OCTOBER/NOVEMBER, 2019
PHARMACEUTICAL VALIDATION

(MQA-202-T)
(Saturday, 30-11-2019) Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hours Maximum Marks—T5
N.B. .(— (i) Attempt All questions.

(zz) Figures to the right indicate full marks.
(zizt) Answer to the point only.
1. Attempt any ten : 10x2=20
(@) What are trademarks ?
() What is validation master plan ?
(c) Write ethics in patenting.
(d)  Define and classify intellectual property right.
(e) Differentiate between copyright and trademark.
2] Define validation and qualification.
()  What is PCT ?
(h) Define the term Validation and give is types.
@) Give the criteria for patentable inventions in India.
6)) Define cleaning validation.
() ~ USFDA guidelines for process validation.
@ Re-validation criteria for process validation.

P.T.0.
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2. Answer the following (any two) : 2x10=20
(@) List out different IPR. Write in detail about copyright registration.
b) What do you mean by analytical method validation ? How analytical
method is validated as per ICH guidelines ?
(c) Describe in detail about cleaning validation of tablet punching machine.
3. Answer the following (any seven) : Tx5=35
(@) Explain the procedures of patenting in India.
) How validation of process is carried out ? Explain.
(c) Write in detail about Ethics in IPR.
(d) Why trademark 1is it important ? Give the process of registration of
trademark.
(e) Give stepwise approach of commercialization of a patent.
03] Explain in detail about FAT and SAT.
(g) Explain different stages of capsule filling machine qualification.
(h) Explain validation of sterile product plant.
(@) State the importance of electronic record of validation of it.
CN—09—2019 2
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CN—15—2019
FACULTY OF SCIENCE AND TECHNOLOGY
M. Pharm. (First Year) (Second Semester) EXAMINATION
OCTOBER/NOVEMBER, 2019
PHARMACEUTICAL QUALITY ASSURANCE
(Audits and Regulatory Compliance MQA 203T)

(Tuesday, 3-12-2019) Time : 2.00 p.m. to 5.00 p.m.
Time— Three Hours Maximum Marks—75
N.B. :— (@) All questions are compulsory.

(1) Figures to the right indicate full marks.
(ii) Answer to the point only.
il Solve any ten of the following : 10x2=20
(@) Give advantages of audit.
(b)  What is DOP test ?
(¢0 What is clean room ?
(d) Give advantages of technology transfer.
(e) What is self inspection ?
6] What is information gathering.
(g)  Enlist the quality assurance functions.
(h)  What is bacteriostatic water for injection ?
) Why is GMP important in pharmaceutical industry ?
6] Enlist inprocess quality control test for capsules.
(k)  Give the importance of record keeping.

(0] Define Vendor audit.

P.T.O.
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2. Solve any two of the following : 2x10=20
(@ Explain audit process in dry production area.
(b)) Discuss HVAC system in Pharmaceutical industry.
() Describe the process of audit in microbiological laboratory.
3. Solve any seven of the following : Tx5=35
(@) Explain role of ETP in pharma industry.
() Explain the procedure to perform audit in quality control facilities.
(e) Discuss audit checklist for active pharmaceutical ingredient industry.
(d) What is compliance audit ? Explain benefits of compliance audit.
()  Explain audit in packaging area.
K Explain CGMP in pharmaceutical industry.
(g) What is external audit ? Provide audit questionnaire for warehouse
department.
(k) What is quality audit ? Explain quality audit process.
@) Explain management responsibilities in audit process.
CN—15—2019 2
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CN—21—2019
FACULTY OF SCIENCE & TECHNOLOGY
M.Pharam (First Year) (Second semester) EXAMINATION
OCTOBER/NOVEMBER, 2019
PHARMACEUTICAL QUALITY ASSURANCE

(MQA 204-T)
(Pharmaceutical Manufacturing Technology)
(Thursday, 5-12-2019) Time : 2.00 p.m. to 5.00 p.m
Time— Three Hours Maximum Marks—175
N.B. :— () All questions are compulsory.

(zi) Answer to the point only.
(ziz1) Figures to the right indicate full marks.
1. Answer all the questions : 10x2=20
(@ What is QTPP ?
() Write objectives of pelletization.
(e) Give the benefits of PATS.
(d) What is meant by routing and loading ?
(e) Enlist process automation technology used in pharmaceutical industry.

68] Write importance of area planning and environment control in sterile
product Manufacturing Technology.

(g) What do you mean by flexible packaging ?
(h)  Differentiate between hard and soft capsules.
@) Write various quality control tests for glass container.
0] Enlist various factors influencing for plant locations.
2. Long answer type questions (Answer two out of three) : 10x2=20
(@)  Discuss manufacturing technology of SVP and LVP in detail.
(b)  Explain in detail quality control tests for containers and closures.
(c) What is QbD ? Explain elements and requirements of QbD for drug

substances.

P.T.O.
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3. Short answer type questions (solve seven out of nine) : Tx5=35
(@)  Write factors affecting or influencing for plant location.
()  Give the manufacturing flow-chart for dry powder and ointment.
(c)  Explain application and benefits of prefilled syringe.
(d)  Write the stability aspects of packaging materials.
(e) Comment on sterile and aseptic area layout
03] Explain problem encountered while coating of tablets.
(g)  Write notes on :
@) Calculation of standard cost.
(@)  Dispatching of records.
(h)  Explain in brief different tools of PAT.
@) Discuss IPQC tests for tablet.
CN—21—2019 2
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CM—03—2019

MARCHIAPRIL
HAZARD AND SAFETY"

s (Tuesday, 23-4-2019)
Time—3 Hours
N.B. :— (i) All questions are

il

; 4
N
e een

he self -protective measures should be taken against workplace
Explain critical training for risk management.

P.T.O.
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This question paper contains 2 printed pages]
CM—09—2019
FACULTY OF SCIENCE AND TECHNOLOGY
M. Pharm. (First Year) (Second Semester) EXAMINATION
MARCH/APRIL, 2019
(New Course)
PHARMACEUTICAL QUALITY ASSURANCE

(MQA-202-T)
(Pharmaceutical Validation)
(Thursday, 25-4-2019) Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hours Maximum Marks—T5
N.B. :— (i) All questions are compulsory.

(ii) Figures to the right indicate full marks.
(iii) Answer to the point only.
1 Solve any ten of the following : 10x2=20
(a) What is FAT and SAT ?
(D) Differentiate between validation and qualification.
(c) What is media fill test ?
d) What is validation master plan ?
(e) Enlist ICH quality guidelines.
6] Discuss importance of validation in pharmaceutical Industry.
(g) Give applications of HPLC.
(h) What is cleaning in place ?
@) Enlist quality control test for water for injection.
62 Define preventive maintenance.
(k) What is compressed air ?
@ List validation parameters of tablets at compression and coating stage.
2. Solve any two of the following : 10x2=20
(@) Explain analytical method validation as per ICH guideline.

b) What is equipment qualification ? Explain the steps involved in
qualification procedure.

() Discuss cleaning validation in pharmaceutical industry.

BT
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3. Solve any seven of the following : Tx5=35
(@) Explain validation of fluid bed dryer.
) What are contaminants ? How to minimize cross contamination.
() Explain process validation of Ointment and Creams.
(d) Discuss qualification of dissolution test apparatus.
(e) Explain validation of electronic records.
2] Explain prospective and retrospective process validation with example.
@ Discuss the steps involved in qualification of HVAC system.
(h) Explain validation of sterile dosage form.
@ Discuss importance of training in pharmaceutical industry.

CM—09—2019 2
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CM—15—2019
FACULTY OF PHARMACEUTICAL SCIENCES AND TECHNOLOGY
M.Pharma. (First Year) (Second Semester) EXAMINATION
NOVEMBER/DECEMBER, 2019
PHARMACENTICAL QUALITY ASSURANCE

(MQA-203-T)
(Audits and Regulatory Compliance
(Friday, 27-4-2019) Time : 2.00 p.m. to 5.00 p.m.
Time— Three Hours Maximum Marks—175
N.B. :— () All questions are compulsory.

(iz) Figures to the right indicate full marks.
(i) Answer to the point only.
1. Solve any ten of the following : 10x2=20
(@)  What are the basic objectives of audit ?
(b)  What is ¢cGMP ?
(c) Define critical system in pharmaceutical industry.
(d)  Give difference between quality and GMP audit.
(e) What is information gathering ?
@ Enlist quality control test parameters for tablets.
(g0  What is regulatory audit ?
(h)  Give the significance of microbiological studies in drug industries.
(z) Enlist the key elements in the manufacturing department.
6] Define water for injection as per LP.
(k) ~ What is quality ?
) What are the in-process quality control test for primary padeging ?
2. Solve any tfwo of the following : 2%10=20
(@)  Explain the procedure to perform audits in quality control facilities.
(6)  Discuss audit questionnaire for store department.

(e) Explain HVAC system in pharmaceutical industry.
PT.O;
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3. Solve any seven of the following : Tx5=85

(@)  Explain audit process in capsule manufacturing area.

(6)  Explain role of ETP in industry.

(¢)  Describe the process of audit in microbiological laboratory.

(d)  Discuss the role of quality assurance in Pharmaceutical industry.

(e)  Explain various classifications of deficiencies of audits.

6] Discuss evaluation parameter of quality audit.

(¢)  Explain the auditing in engineering department.

(h)  How to control raw materials in store department.

@)

CM—15—2019

Discuss the audits points in coating department.
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CM—21—2019 Iy
FACULTY OF PHARMACEUTICAL SCIENCE AND TECHNOLOGY
M.Pharm. (Second Semester) EXAMINATION
MARCH/APRIL, 2019
PHARMACEUTICAL MANUFACTURING TECHNOLOGY
Paper MQA-204T : ' Fogto
(Tuesday, 30-4-2019) LT A S Tlme : 2. oop m. t05 00pm

Time—3 Hours AR : A e M_axtmuﬂm. Marfks—75
NB. :(— (@) Al questlons are compulsory : | o

(i)  Figures to the mght 1nd1cate full marks
(iii) Answer to the pomt only : :
1. Solve any ten : - Jerge S LE SR Dt e 10x2=20
(a) erte the beneﬁt of PAT : ‘ e
&) Enhst d1fferent types of closure

(c) Gwe the role of spheromzers and marumerisers in pharmaceut1cal
by manufacturmg 3

@) | Gwe the pr1nc1ple of lyophxhzatmn technology
-"“(e) lee the elements of QbD approach in pharmaceuticals.

(f) : lee the beneﬁts of process automatlon in pharmaceutical industry.
(g) ; -Enhst the pract1ces of asept1c process technology.

‘(‘hr) Write the names of- dlﬁ'erent types of closure liners.

(@) Write the name of various biological tests carried out in
_-pharmaceuticals.
(}') ~Draw flow chart of manufacturing of dry powder.

- (k) . ‘What are .e'dtrantages of PAT ?
() What is CQA and CMA ?
5 = P.T.0.
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9. Solve any two : SO T aigts s

(@  Discuss in detail QbD approach for drug product Drug substance andf.-- 2
'exmplents RS : : o e

(&) Discuss quality control of packaging‘ meterial and_ﬁilix-)g'eqﬁi}iiﬁelit'.;_

(@) What are advance non-sterile solid product. manufacturing
technology ? Discuss tablet -production process, granulation and
pelletization equipments. _ |

3.  Solve any seven : FouEe g 7x5 35'

(@) ‘Write various legal requlrement and hcences for formulatlon 1ndustry

(b)  Explain manufactunng of- sterlle semi “solids as process automation.

() Explain varlous factors 1nﬂuencmg on layout planmng

(d)  Discuss 1n-process quallty control test for suspensmn and emulsion.

(e) Explam varlous strategxes mplemented for wall ‘and floor treatment
in sterile product manufacturmg

) DISCHSS needle free 1nJect10n as an automatlon in pharmaceuti'cal -
mdustry ' i _

(@) 3 Explain’ spheromzers and marumemsers

(h) - D1scuss evaluation techmques of packmg material.

2 DlSCUSS various tools- and techmques used for PAT.

OM—21--2019 - 2
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CI—09—2018
FACULTY OF SCIENCE AND TECHNOLOGY
M.Pharm. (Second Semester) EXAMINATION
NOVEMBER/DECEMBER, 2018
PHARMACEUTICAL QUALITY ASSURANCE
(MQA-202T)
(PHARMACEUTICAL VALIDATION)

(Friday, 7-12-2018) Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hours Maximum Marks—175
N.B. :— (@) All questions are compulsory.

(ii)  Figures to the right indicates full marks.

(iii) Answer to the point only.

1, Solve any ten : 10x2=20

(@)
(b)
(c)

Differentiate between calibration and validation.
What do you mean by VRS ?

Define revalidation and change management.

(d) Give application of HVAL system.
(e) What is validation master plan ?
" Write stages of qualification of manufacturing instruments.
(g) What is performance qualification ?
(h) What do you mean by vendor certification ?
(i) Write importance of rural keeping in pharma industry.
o Why is cleaning validation important ?
(k) Enlist four IPQL test for tables.
() Write ICH quality guideline.
2. Solve any fwo of the following : 2x10=20

(a)
0)

Explain the steps involved in qualification of major equipment.

What do you mean by analytical method validation ? How is analytical
method validated as per ICH guideline ?

P.T.0.
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() Define cleaning validation. Describe in detail about cleaning validation
of table punching machine.

3. Solve any seven : Tx5=35
(@) What are contaminants ? How to minimize cross contamination ?
®) Explain qualification and FBO.

(c) What do you mean by FAT and SAT ?

(d) Write different stages of capsule filling machine qualification.
(e) Explain validation of sterile product plant.

6] Explain USFDA guidelines for process validation.

()  Explain qualification of HPLC in analytical laboratory.

(h) Describe revalidation and requalification of instruments.

(@) Explain importance of training in pharmaceutical.

CI—09—2018 2
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DF—09—2018 mﬁ?&?ﬁ‘z‘%“n‘f vl

FACULTY OF SCIENCE AND TEQHNOLOGWARI/ |
M. Pharm. (Second Semester) EXAMINATION
MARCH/APRIL, 2018 Foah
PHARMACEUTICAL QUALITY AS WE :

mmm”u -1

MQA202T ' : .
(Pharmaceutical Vahdatmn) : ;
(Tuesday, 24-4-2018) e T1me 2.00 p.m. to 5.00 p.m.
Time—3 Hours : 5 oy Maximum Marks—T75
NB. :— () Figures to the right indicate full marks.

() Draw neat diagram wherever necessary.
1. All questions are compulsory (solve 10 out of 12) ¢ 20
(& Define validation of calibration. ' :
(5  Enlist different types of validation.
(0 What is usér requirement speciﬁcatidn 7
(d Define revalidation and change management.
(e  Classify validation of pharmaceutical process.
(03] Give. four ixnpoiftance of cleaning validation.
: (g) ‘State 'é;pplicatipn_s of analytical method validation.:
(B)  Write in brief about ICH guidelines.
(2) What do you mean by revalidation process ?
(0 Write stages of .qualiﬁcation of analytical instrument.
(k) What is performance qualification ?
: )} g What do you mean by validation master plan ?
: ~2.  Solve any two : 20

(a) What do you mean by analytical method validation. How analytical
method is validated as per ICH guidelines.

P.T.O.

1FE20F46E547546477BDB23E784C03DD




WT
(b) Define cleaning validation. Describe in detail about cleaning vaiid_atioﬁ"
of tablet punching machine. ¥ '
(%) Explain qualification parameters for computer system ‘in
pharmaceuticals.
3.  Solve any seven : P i 35.
() What do you mean by factory acceptance test and site acceptance
test ?
(b)  Write different stages of capsule filling machine qualification.
© Explain validation of sterile product plant.
(d)  State importance of electronic record of validation of it.
(e Explain USFDA guidelines for process validation.
(A Explain qualification of HPLC system in analytical laboratory.
(g  Explain different IPQC test for tablet formulation.
(0] Write about re-validation criteria for process validation.
(7  Explain importance of tralmng in pharmaceuticals.
DF—09—2018 2
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- DF—03—2018 T W
FACULTY OF PHARMACEUTICAL SCIE NCES
M. Pharm. (Second Semester) EXAMIN%TION
MARCH/APRIL, 2018

HAZARDS AND SAFETY MANAGEMEN@E'C O
(MQA-201T) PN
(Saturday, 21-4-2018) Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hours Maximum Marks—15
NB. — () Al questions are compulsory.

(i Figures to the right indicate full marks.
(i1i1) . Draw neat ahd clean'd-iagram wherever necessary.
1 Solve any ten of the following : 20
(a) What is preliminary Hazard analysis ?
(b)) Give the types of fire extinguishers.
(0 Enlist 'tlie hazard based on radioisotopes.
(d What is TLV ? Give its significance.
(e Enlist the sources of non-renewable and renewable sources of energy.
(4 Define ecosystem.
0 Enlistflth'e.:'*classes of biotic components.
(k)  Write about air -circulatiqn maintenance in pharma industry.
(2) What is BOD and COD.
(§)] What are the signiﬁcahce of critical training for risk management.

(k) - Enlist the classification of mineral resources with examples.

0)] Write the objectives of ecosystem.
P.I.O.

8E095368DAF9B1ESAEEFOE2E86DC5013



WT G ) : DF—03—2018
2. Solve an& two of the following : : 20
(a) How to control measures for chemical hazards. Give the regulations
for chemical hazards.
(b)  Write ICH guidelines on risk assessment and risk management.
(0 Describe preventive and prp_tective' management strategy for fire and
explosion hazards. e
3. Solve any seven of the following : ' 35
(a) How hazards can .be idenfiﬁed ?
(b) Explain in brief about water pollution. How is it controlled ?
| (¢~ Discuss roles of emergency services to prevent any hazard.
(d) Discuss in brief effect of mining on the environment.
(e Write in brief multiphase reactions, transport effect and global rates
under ﬁre and explosion.
(. 'What are the sources of chem1ca1 hazards.
@ ; Explam in. detall cycle of nuclear fuel.
(h) Diséus‘s n deta1l cr1t1ca1 hazard management system.
(1)‘ Explain various natural reéOurces and associated problems.
 DF—03—2018 L RO
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HQ—07—2022
FACULTY OF PHARMACEUTICAL SCIENCE AND TECHNOLOGY
M.Pharm. (Second Semester) EXAMINATION
MARCH/APRIL, 2023
HAZARD AND SAFETY MANAGEMENT
Paper-MQA-201-T

(Friday, 17-03-2023) Time : 2.00 p.m. to 5.00 p.m.
Time— Three Hours Maximum Marks—75
N.B. :— (1) All questions are compulsory.

(ii)  Figures to the right indicate full marks
1. Write the answer of the following : 10x2=20
(@  Why is TLV important ?
() What is an ecosystem ?
(e) Write an importance of sprinkling and relief valves.
(d)  Mention sources responsible to create bad air quality.

(e) Write the significance to minimize the use of non-renewable energy
Tesources.

() = Which gas is used in fire extinguisher ?
(©) What are the two different hazards of electricity ?
(h) Give the significance of critical hazard management system.
3] Enlist various tools used to prevent hazards in industry.
6] Write the role of flares.
9. - Write the answer of any fwo questions : 2x10=20

(@) Define and classify air pollutant. What are the sources of air pollutants?
Discuss common air pollutants in detail.

(b) Discuss the mechanical, electrical and thermal hazards to human. Discuss
any one type of hazards in detail.

(c) Write about function of producers, consumers and decomposers in an

ecosystem. Describe the concept of an ecosystem.

P.T.O.
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3 Write the answer of any seven questions : Tx5=35
(a) What is PHA ? Discuss the key features of PHA.
(d) Discuss the methods used in a pharmaceutical plant for fire prevention.
(c) What are TLV and STEL concepts ? Explain their application for
protection of workers to chemical exposure.
(d)  Explain sulphonating hazards and their prevention.
(e) Classify electric hazards and methods to prevent them.
H Discuss mechanical hazards in a pharmaceutical plant and methods
used for preventing them.
(g) Write a note on safety and hazard regulatory bodies.
(h)  What are BOD and COD ? Write their limits for maintaining acceptable
effluent quality.
(1) Discuss the Sprinkling and relief valves for fire control.
HQ—07—2022 2
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HQ—07—2022
FACULTY OF PHARMACEUTICAL SCIENCE AND TECHNOLOGY
M.Pharm. (Second Semester) EXAMINATION
MARCH/APRIL, 2023
HAZARD AND SAFETY MANAGEMENT
Paper-MQA-201-T

(Friday, 17-03-2023) Time : 2.00 p.m. to 5.00 p.m.
Time— Three Hours Maximum Marks—T75
N.B. :— (1) All questions are compulsory.

(i) Figures to the right indicate full marks
;¥ Write the answer of the following : ; 10x2=20
(a) Why is TLV important ?
(b) What is an ecosystem ?
(c) Write an importance of sprinkling and relief valves.
(d) Mention sources responsible to create bad air quality.

(e) Write the significance to minimize the use of non-renewable energy

Tesources.
1) Which gas is used in fire extinguisher ?
() What are thé two different hazards of electricity ?
(h) Give the significance of critical hazard management system.
(@) Enlist various tools used to prevent hazards in industry.
(7 Write the role of flares.
2 Write the answer of any two questions : 2x10=20

(@) Define and classify air pollutant. What are the sources of air pollutants?
Discuss common air pollutants in detail.

b) Discuss the mechanical, electrical and thermal hazards to human. Discuss

any one type of hazards in detail.

(c) Write about function of producers, consumers and decomposers in an

ecosystem. Describe the concept of an ecosystem.

5 6
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3. Write the answer of any seven questions : Tx5=35
(a) What is PHA ? Discuss the key features of PHA.
(b) Discuss the methods used in a pharmaceutical plant for fire prevention.
(c) What are TLV and STEL concepts ? Explain their application for
protection of workers to chemical exposure.
(d) Explain sulphonating hazards and their prevention.
(e) Classify electric hazards and methods to prevent them.
0 Discuss mechanical hazards in a pharmaceutical plant and methods
used for preventing them.
(g) Write a note on safety and hazard regulatory bodies.
(h)  What are BOD and COD ? Write their limits for maintaining acceptable
effluent quality.
() Discuss the Sprinkling and relief valves for fire control.
HQ—07—2022 2
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HQ—07—2022
FACULTY OF PHARMACEUTICAL SCIENCE AND TECHNOLOGY
M.Pharm. (Second Semester) EXAMINATION
MARCH/APRIL, 2023
HAZARD AND SAFETY MANAGEMENT
Paper-MQA-201-T

(Friday, 17-03-2023) Time : 2.00 p.m. to 5.00 p.m.
Time— Three Hours Maximum Marks—75
N.B. — (i) All questions are compulsory.

(it) - Figures to the right indicate full marks
1., Write the answer of the following : 10x2=20
(@) Why is TLV important ?
b) What is an ecosystem ?
(c) Write an importance of sprinkling and relief valves.
(d) Mention sources responsible to create bad air quality.

(e) Write the significance to minimize the use of non-renewable energy

resources.
6] Which gas is used in fire extinguisher ?
(g) What are the two different haﬁards of electricity ?
(h) Give the significance of critical hazard management system.
(@) Enlist various tools used to prevent hazards in industry.
(/) Write the role of flares.
2. Write the answer of any two questions : 2x10=20

(@) Define and classify air pollutant. What are the sources of air pollutants?
Discuss common air pollutants in detail.

(b) Discuss the mechanical, electrical and thermal hazards to human. Discuss

any one type of hazards in detail.

(c) Write about function of producers, consumers and decomposers in an

ecosystem. Describe the concept of an ecosystem.

PTO.

AFBEA7TE5189686BA79920E3A88B2532B




WT (72 ) HQ—07—2022
3. Write the answer of any seven questions : Tx5=358
(a) What is PHA ? Discuss the key features of PHA.
b) Discuss the methods used in a pharmaceutical plant for fire prevention.
(¢) What are TLV and STEL concepts ? Explain their application for
protection of workers to chemical exposure.
(d)  Explain sulphonating hazards and their prevention.
(e) Classify electric hazards and methods to prevent them.
1) Discuss mechanical hazards in a pharmaceutical plant and methods
used for preventing them.
(=] Write a note on safety and hazard regulatory bodies.
(h)  What are BOD and COD ? Write their limits for maintaining acceptable
effluent quality.
(¥ Discuss the Sprinkling and relief valves for fire control.
HQ—07—2022 2
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HQ—17--2022
FACULTY OF SCIENCE AND TECHNOLOGY
M.Pharm. (First Year) (Second Semester) EXAMINATION
MARCH/APRIL, 2023
PHARMACUTICAL QUALITY ASSURANCE
Paper MQA202T

(Pharmaceutical Validation)

(Monday, 20-3-2023) Time : 2.00 p.m. to 5.00 p.m.
Time—Three Hours Maximum Marks—75
N.B. :— () Al guestions are compulsory.

(i)  Answer to the point only.

(i) .Figures to the right indicate full marks.
Solve all ‘of the following : 10x2=20
(a) What are FAT and SAT ?
(b) Define preventive maintenance.
(c) What is operational qualification ?
(d) Give applications of HPTLC.,
(e) Differentiate between validation and calibration.
() What is copyright ?
(g) What is clean room ?
(h) Write advantages of equipment qualification.
(1) Enlist quality control test for coated tablets.
() What is intellectual property ?
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2. Solve any two of the following : 2x10=20
(a) Define compressed air system. Explain validation of compressed air
system.
(b) Explain various steps involved in cleaning validation.
(¢) Discuss qualification of UV-visible spectrophotometer
3. Solve any seven of the following : Ixb=35
(@) Discuss validation of media fill test.
(b) Enlist different IPR. Explain patent and trademarks.
() Explain computer system validation,
(d) Describe process validation technique in detail.
(e) Explain the steps involved in designing and installation of
pharmaceutical water system.
08 Describe the process of copyright registration.
(g) Explain various parameters as per ICH in method validation.
(h) Discuss qualification of disintegration test apparatus.
(z) Explain validation of capsule filling machine.
HQ—17—2022 2

79FCFE4A236922CEC72311C6693897AA




This question paper contains 2 printed pages]
HQ—17—2022
FACULTY OF SCIENCE AND TECHNOLOGY
M.Pharm. (First Year) (Second Semester) EXAMINATION
MARCH/APRIL, 2023
PHARMACUTICAL QUALITY ASSURANCE
Paper MQA202T

(Pharmaceutical Validation)

(Monday, 20-3-2023) Time : 2.00 p.m. to 5.00 p.m.
Time—Three Hours Maximum Marks—75
NB. — () Al questions are compulsory.

(Zi)  Answer to the point only.

(i) . Figures to the right indicate full marks.
1 Solve all of the following : 10x2=20
(@) What are FAT and SAT 9
(b) Define preventive maintenance,
(e) What is operational qualification ?
(d) Give applications of HPTLC.
(e) Differentiate between validation and calibration.

73] What is copyright ?

(g) What is clean room ?

(h) Write advantages of equipment qualification.
(1) Enlist quality control test for coated tablets.
() What is intellectual property ?
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2. Solve any two of the following : 2x10=20
(@) Define compressed air system. Explain validation of compressed air
system.
(b) Explain various steps involved in cleaning validation.
(c) Discuss qualification of UV-visible spectrophotometer
3. Solve any seven of the following : 1x5=35
(a) Discuss validation of media fill test.

(b) Enlist different TPR. Explain patent and trademarks.

(¢) Explain computer system validation.
(d) Describe process validation technique in detail.
e) Explain the steps involved in designing and installation of

pharmaceutical water system.
) Describe the process of copyright registration.
(g) Explain various parameters as per ICH in method validation.
(h) Discuss qualification of disintegration test apparatus.

(2) Explain validation of capsule filling machine.

o

HQ—17—2022

79FCFE4A236922CEC72311C6693897AA



