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”«":Synthe’ac polypropylene products
o Vetermary drugs e

" Dose Progresswn Factor

({Med1an Lethal Dose -LD 50

‘ Dynarmc Inhalanon Chambers

Hiiy

Choose appropriate option for. followmg multlple chmce based questlons and
write down the correct answer : A :

Which of the following i is y
Carcinogenesis G
Ptosis
Mutation
Hepatotoxicity

EPA is: o e :
Envxronmental protectlon agency = .
European pharmaceutlcal agency
Envnonmental pharmaceutrcal& agenda

Energy preservatlon agency

GLP studles ane carned out for following products except
Pharmaceutlcal products 0 ;

Food add1t1ves :

The OECD Gmdelme entltled " Acute Oral Tox1c1ty— Up & DownProcedur "
est1mate e

Volume of D1str1but10n (
Bloaccumulatlon Potentlal

SmﬁcExhalauon Chambers
Saturated Gas Chambers
Rota rod Apparatu ’

pre—treated w1tb
Systemic Vasodllator

Mydriatic: Drug ; =
Topical Anaesthetic Agent ;
Skeletal Muscle Relaxant

:“'& .
The OECD Guldelme In-vztro Skm Imtatron Study is based on the use of:
Local Lymph Node Assay .
Tail Flick Method i inRats
Reconstructed Human Eplderrms
Guinea Pig Slgn Permeation
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~Functional deficits in offspring S
Number of Live offspnng at Birth

&

Acute toxicity studies are directly useful
In determining genotoxicity &

In determining labelling mstructrohs .
For carcinogenesis i
For pharmacokinetic studxes o

A metaphase arrestmg substance used in genotox101ty studles is:
Colchicine 5 - :

Toluene 27 v
Theophylline . : : e o
Histidine ; . ‘” o &

In the OECD Guldelme entltled "In Vitro Mammahan Cell M1cronucleus Test"
Cytochalasin B acts as: : 5 :

Cyclm Dependent Kmase o

Actin Polymensatron Inhibitor

Reverse Transcriptase &

Colony stmulatmg factor .

/ &s

5" The Reproductrve Toxxcrty Study of Fertlhty and Early Embryomc Development to
Implantatron include the Assessmentof: o

Pre~and postnatal death of offsprmg o
Pre—lmplantatlon Stages of Embryo

15.:An IND W1th no 1mméd1ate plan 10 market the product is a/an

Commercial IND |

Abbrewated IND =5 3 :
Research IND o el Y :
Emergency use: IND : & ; o

One of the followmg 1s proven human terato gen
Ceﬂ:rlaxone ¢ :
Tetracychne u o

Amphotericin B - e

Tacrohmus - o

A compound and its major metabohtes that are expected to achieve systemic

~ exposure in humans-should be evaluated in:

o dio

Ep1demrolog1cal studies .
Toxmologlcal studies
Organoleptlc studies
Safety pharmacology studles & :
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a Torsade de Pointes
b Angina Pectoris

c Atrial Fibrillation

d AV Node Bradycardia

16 Necropsy means:

a Examination of Kidney /
b Surgical exammatlon*of dead body
c

d

Neurological exammatlon SV
Surgical exammatlon of nem,

17 Which one of the followmg‘ is an Alternatlve to In-vrvo Ammal TQchny Stugles? - ‘.
a Strychmne“”induced Convulsrons inRats .~

b Carcinogenicity Study in Mice -
C
d

Phys1olog1cal Based Toxrcokmeue Modelhng ‘
Hrstamme Bloassay usmg Gumea Prg Trachea ;
18 Whreh one of the followmg isa Toxrcokmetlc Parameter ?

& Volume BT Distribution : :

a

b Dose Response Eurve |

c Receptor Bmdmg of Toxxcant O e
d Medlan Lethal Dose . & »_ f

19 . " The obJectrve of wlnch studres is to charactenze the proﬁle of‘ a substance ina

~  mammalian specles (prlmanly rodents) followmg prolonged and repeated exposure?
a Repeat tox1c1ty tests e e The
b Chronic Toxicity studies & &
¢ / b o
d

_ Subchronic toxicity g studies
Subacute tox1crty Studles

20 Wlnch of the: followmg;;represents appllcatron of Tox1cokmetrc studies?

a 1dent1ﬁcatron of multlple types- of calcium channels.

b mvestlgatron ofa wrder angle of electrophyswlogr ;*l cell properties.

¢ . measurement of cell membrane conductance.

d drt;g development stages espec1ally in precllmcal stage.

Q II © :Answer«(any ) from the followmgr. 20
a o Explam dermal tox1c1ty studres as per. OECD guidelines

b Descrlbe in detarls male reproduetrve toxicity studies

c Wnte note on 1 HERG Assay Dlscuss in detail the Core Battery Tests (Tier2) in Safety

. \’:Pharmacolo gy Studres
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Q.II Answer (any SEVEN) from the foﬂ’g;j;'ing:

o

o R o ]

B e = o

Explain Acute Oral Toxicity stud1es
Give principles and lmportance of GLP i 11; new drug development

Discuss the study design, conduct and: evaluatlo_ of ocular tox1c1ty study

Write note on i) Amesvtest 11) Mlcronuceus test
Explain in detall eratogeneclty studles»

Explain the types of IND Wnte the d’etaﬂs of lND apphcatlon form.
Define tox1cék1net1cs e‘{
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