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      Time: 3 Hours

Note:
Section ‘A’ is COMPULSORY. It consists of TEN questions of two   marks each.
Section ‘B’ contains THREE questions carrying TEN marks each and a student has to attempt any TWO questions. 
Section ‘C contains NINE questions carrying FIVE marks each and student has to attempt any SEVEN questions.
The student must write Q.P. code in the space provided on the title page of the Answer Book.
Section A

1. 

a.
Define chromophore and auxochrome.
b. 
What is sample handling procedure in IR spectroscopy?
c. 
What is quenching of fluorescence?
d. 
Define the principle of atomic absorption spectroscopy.
e. 
What is solvent requirement in NMR?
f. 
What are meta stable ions?
g. 
Define ion exchange chromatography.
h. 
Explain x-ray powder technique.
i. 
Define iso electric focusing.
j. 
Define RIA (Radio immune assay)
Section B 

2.
Explain the principal, instrument and working procedure of mass spectroscopy with its application.
3. 
Explain principle, instrument and factors affecting of column chromatography.
4. 
Explain instrument, theory and application of NMR with neat and clean diagram.
Section C 

5. 
Explain instrument of IR spectroscopy.
6. 
Write a short note on UV spectroscopy 
7. 
Explain instrument of flame emission spectroscopy.
8. 
Write a brief note on coupling and decoupling in NMR.
9. 
Write a note on APCI and APPI analyzer.
10. 
Explain detectors used in gas chromatography.
11. 
Write a short note on gel electrophoresis.
12. 
What are the types of crystals and application of x-ray diffraction?
13.
Write a short note on ELISA.
--------------------
Q.P. Code: MPH102

M. Pharmacy 1st Semester [Pharmaceutics]

BF/2021/03

Drug Delivery System
M.M.: 75







      Time: 3 Hours

Note:
Section ‘A’ is COMPULSORY. It consists of TEN questions of two   marks each.

Section ‘B’ contains THREE questions carrying TEN marks each and a student has to attempt any TWO questions. 

Section ‘C contains NINE questions carrying FIVE marks each and student has to attempt any SEVEN questions.

The student must write Q.P. code in the space provided on the title page of the Answer Book.
Section A.
1.
Write in short about:
a.
Polymers of natural origin
b.
Push-pull osmotic pumps
c.
Role of harmacogenomics in the development of customized medicines.
d.
Four examples of chemical penetration enhancers.
e.
Different layers of epidermis.
f.
Various models of telepharmacy
g.
Single shot vaccines
h.
Drug release from polymer matrix by diffusion
i.
Examples of activation modulated drug delivery system
j.
Erodible inserts in ocular drug delivery
Section B
2.
What are the limitations of pre-corneal drug absorption? How can it be improved.
3.
Elaborate the barriers to oral delivery of peptide drugs. What approaches are being attempted to overcome them? 

4.
What physiochemical properties of drug molecules influence their design and performance in sustained delivery systems?
Section C 

5.
What is the selection criteria for drugs to be used in transdermal delivery?
6.
Elaborate the biological factors involved in oral controller drug delivery systems.
7.
Describe the implantable systems based on osmotic pressure. 

8.
What are the various factors affecting intraocular bioavailability?
9.
Classify polymers and describe their applications in controlled delivery.
10.
Write a note on floating Gastro-Retentive Drug Delivery System.
11.
Write a note on mucosal delivery of vaccines. 

12.
Classify different categories of patients for personalized medicines.
13.
Briefly explain the methods used to prevent denaturation of peptide drugs
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Note:
Section ‘A’ is COMPULSORY. It consists of TEN questions of two   marks each.

Section ‘B’ contains THREE questions carrying TEN marks each and a student has to attempt any TWO questions. 

Section ‘C contains NINE questions carrying FIVE marks each and student has to attempt any SEVEN questions.

The student must write Q.P. code in the space provided on the title page of the Answer Book.
Section A
1.
a.
Explain the theories of dispersion.
b.
Write a note on SMEDDS.
c.
Discuss briefly optimization techniques.
d.
What is pharmaceutical validation? Write the merits of validation.
e.
Write down the WHO guidelines for validation of equipments.
f.
Describe the objectives of cGMP.
g.
Explain the concept of Total Quality Management (TQM)
h.
Explain the factors affecting solubility.
i.
Discuss the concept of significance.
j.
Write a note on “ANOVA test”.
Section B 

2.
What is materials management? Describe the layout of building of a pharmaceutical unit according to cGMP.
3.
Discuss the inventory management and control. Give a detailed account on industrial and personal relationship.       

4.
Describe Similarity Factors (f2&f1). Explain its significance in Pharmacy.
Section C 

5.
Describe the formulation of small volume parenterals and its evaluation.
6.
Discuss the various parameters of optimization. Describe the factorial designs and its application in Pharmacy.
7.
Write a note on “Contour Design”.
8.
Write a note on “Manufacturing Process Model” as per cGMP.
9.
Explain the policies of “Current Good Manufacturing Practice”
10.
Write a note on “Budget and Cost Control”.
11.
Discuss the physics of tablet compression.
12.
Give an account on pharmacokinetics parameters and their significance.
13.
Write a note on “Standard Deviation”.
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Note:
Section ‘A’ is COMPULSORY. It consists of TEN questions of two   marks each.

Section ‘B’ contains THREE questions carrying TEN marks each and a student has to attempt any TWO questions. 

Section ‘C contains NINE questions carrying FIVE marks each and student has to attempt any SEVEN questions.

The student must write Q.P. code in the space provided on the title page of the Answer Book.
Section A
1.

a.
What is meant by IND and ANDA?
b.
Enumerate the classes of residual solvents with examples.
c.
What is dossier?
d.
What is DMF?
e.
What are combination products? Give two examples.
f.
Name the drug regulatory agencies in USA, Canada and Australia.
g.
What are orphan drugs? Give examples.
h.
What are generic drugs? Give two examples.
i.
In which phase trials are done on pediatric patients?
j.
What information is generated from Phase-I clinical trials?
Section B
2.
What are the elements of HIPPA? Discuss compliance to HIPPA with respect to clinical trials.
3.
What is IMPD? Discuss the regulations for IMPD.
4.
What are Hatch Waxman provisions? Discuss these provisions for generic drug development process. 

Section C 
5.
Discuss the methods of maintaining drug distribution records and highlight the importance of this exercise.
6.
Write a note on the drug master files.
7.
What is a CRO? Highlight the role and responsibilities of a CRO.
8.
Discuss the e CTD format and highlight the advantages associated with e CTD filing.
9.
Briefly discuss the stability testing protocol according to ICH guidelines.
10.
Enumerate the pre-clinical data to be submitted for an IND.
11.
What is the constitution of Institutional Ethics Committee and its functions?
12.
Write a note on  the Ethnic Factors that affect the acceptability of foreign clinical data according to ICH guidelines.
13.
Write briefly about the non clinical safety testing while developing paediatric medicines according to ICH guidelines.
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