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9.1 Answer any 9 questions. Each question carries I mark (9*l=gMarks)
1. Wlat is VMP?
2. What is CIP - SIp?
3. Full form ofSUPAC?
4. Define sterilization process?

5. Assertion: GMP is followed by eMS.
Reason: - It is maintained for production of consistently high quality products.

(a) Ifboth assertion and reason are true and the;asoiis the correct explanation of theassertion.
(b) Ifboth assertion and reason are tue but reason is not the corect €xplanation oftheassertion
(c) If assertion is true but reason is false.
(d) trf the assertion and reason both are false.

6. Match the following: - I I
(a) S.1_ (p) Reproductive Toxicology
(b) S: (q) Carcinogenicity Studies--

_ (c) 52 (r) Garotoxicity Studies7. _ is the full form of eSEM.
8. SUPAC IR: - For Modified Release Solid Oral Dosage Form. (True,rFalse).
9- Match the following: - I tl

(a) M
(b) E
(c) e

10. Define Process validation.

(P) GMP
(Q) Electronic standards.
(R) Clinical trials

Q. 2 Answer any 5 questions. Each question carries 4 narls (5r&_20 Marks)L Short note on the FDA principles ofeA
2- List out any 05 principles involved in GLp.
3. What is SOP? List out various par.ts involved in it.
4. What is process validation? Explain any two types of it in detail.
5. Wlat kinds ofgood practice system are used other than GMp and GLp.6. Short note on any 05 ICH Guideline regarang Safety fufiose.

QJ Arswer any 3 questions, The question carries 07 marks (3*7:2I fVl""L.1
1' Full form ofICH Guidelines? Expiain about euality ana l,tuttiois"rptnary Guidelines.2. Give the definjtion of follou/ins: _

(a) SUPAC (b) GLp (c) cMp
!d) 

c.s,v (e) eMS iO srvrn
3. Detail nor on SUpAC.
4. Detail note on GMp.


