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Note: 1) Attempt any five questions.
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4. Define and classify Adverse Drug Reaction (ADRs) with
methods used for causality asscsstient of ADRs.
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5. a) Dig.cuss post approval expedited reporting as per ICH
~ guidelines for Pharmacovigilance. [
GR35 R ICH RenFidali & sigeR e
a1z, oty Roifén w ==f o

b) Discuss in detail about Safcty data gencration. |
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i) Al question?carriq:lal arks 6. a) - Discuss in detail about methods of Causality Assessment.
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iii) In case of any doubt or dispute the English version : ) Discuss the manag::ment of 'H dverse drug reactions.
question should be treated as final. Adversc drug reactions & e &I 4t il
- ot ol ﬂ?:ﬁl'{a’l ey arera1 Rarg Y Ry & il s 7. Emphasize on passive and active surveillance and discuss
¥ vieq @Y aifer AT SR : case control and cohort study. ' :
: . . . o o Ty Pt e s @ el © ooy 2 IIEe
1. a) Discuss the international classification of Diseases. Rl SR PR T AR S 2R R e fi Wi
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b) Discuss in detail about Contract Research Organizations. 8. Write short notes on (Any two)
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a) MedDRA

2. Discuss WHO international drug monitoring programme.
: b) CDSCO and Pharmacovigilance
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3. Write notes on :
a) Schedule Y
b) Daily defined doses
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