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Q.1 Attempt all multiple —choice questiq!’iﬁ“ﬂ('MCQ}) ol E 20M

o

Sr.No./Options Questions y & e ~
1 The nonclinical study réports shgglva be presented in CID is described in Guzdelme K
NMQ QQ: O . R .
MA4E 8 & & T a oY &
M4R S o~ > g s
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Fixed- dese combmatlon means & < ~
A pamcular combination of actives i 1rrespect1ve of the formulatxon or brand A \«
A finished pharmaceutlcal product that contams two or more actives: o b
A product consmtlng of two or mo,re separate pharmaceuucal combmatlon products 1n

_their final dosage form : A P Al

* Actives-that have not prev1ously been authorlzed fer marketmg asa drug for use m
humans A i : b D

o e

o

3 ICH Ul gu1dehne i8¢ apphcable for ol
a ,“Stablhty testing for ew dosagc form -
b Impurmes in drug’ product s

¢ Product Development i o
3 d Quahty RISk Management

o

The content and format of follong CTD:module is’”"gpeciﬁc tgfziﬁdividual Regulatory
Authorities G A S

Modale1 -7 » <

Module 2 _Y

Module3 -

~Module 4

o o o o

DrugiRegu]athf’y' agency of Australia is
TGA
" CDSCOo

MHRA
: ANVISA

A& o .o & W

_':/The term. of patent is \Valid for the period of 20 years from the

 Date of: approvalA < e 32

Date of exammdtlon —
Date of publ&\_tg_atlon
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d Date of filing of application

The CFR is divided into
regulation

40
45
50
55
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8 ASMF stand&féfr

a Asscssment 62‘ substanqé”‘mastcr fﬂ@”
b Active sgbstance mas?ér formul?" :
c Assessrﬁént of subs?ance maxﬁ‘;formula' ,
d ;

MastQt»‘:\?'ormula r&ord 18 used for the p‘i*epa;ratmn of
Batéj‘; manufa turmg record

«

b: %Orange B“bok
- Red book
¢rd Blaé“k book

Vaccme
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authority to market a drug or medtcme in
US market: - \ : : %
Europe 1 market ! < e
Canadlan market o A 2 | :
All countrles e : % :

Cytokmes growtﬂ factors enzymes 1mmunomodulatory, and thrombolytlc
Other non—vacc;“ne therapeutxc 1mm1motherapyt

rxf 5

o

protocol IB in clmlcal trxals

Investlgator
Ethics commtttee ¥ - i
«QSClentlst G : I
Sponso__x:
A : 1 c>

Requ1rement of IMPs (1nvest1gat10nal medlcal products)”to be tested in clinical
studies Except phase < )

‘Phase I - f
Phase,H ; : i
Phase Tl - X & el

Bloavalldblhty and BIOCqUIleel’lCC requlrements
Apphcatlon for FDA approval to. market new drug

‘:Re_]ected drug appllcat“lons

P S

Whatis PHI -
Protected Hospltal Informatmn
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Protected Harmful Information :
¢ Protected Health Information ~ ~
d None of These <

20 CDSCO stands for '

Central Drugs Standard Control Orgamzatlon ﬁ
Central Drugs Safety Control Qffice v .
Central Directory. For Safety. And Control of Orgamzatlon
Central Drugs Safety Control Ofﬁce
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1. Explaln in detall the apphcatlon and approval process for AN DA k v f
2. Explain in detail the procedure of product approval process of biolo glcal Ll
v

3.  Define and‘compare comnmon technical document (CTD) and electronic common
; i;techmcal document (eCTD) EXplam drfferent modules in CTD and eCTD:

Q.3. Atténlpt any seven questi‘o'ns = 2 , 35M

£ Elaborate on need of bloequlvalence studLes
IL & '“‘Regulatgry requnement for APl approval-

III What are the obJectlves of the Internatlonal conference on harmomzatlon (ICH)?
- Enlist quality guidelines -
Y Bneﬂy descnbe the global submlssron of ANDA (Abbrevrated New Drug y

s Apphcatlon)
V.o What s, IMPD andJB e :
V,I Explaln the globa} submission of IND: (Investlgatlonal New Drug)
VIL D1scuss the compos1t10n and functlon of IRB/IEC (Instltutlonal Review Board/
Independent Ethics Comrnlttee) o bl
"*’What is HIPAA new‘? Hrghllght contents of it. o
IX Wnte note on framework for Pharmacowgllance durmg clinical trials
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