
SWAMI RAMANAND TEERTH MARATHWADA UNIVERSITY,

VISHNUPURI, NANDED

NEW SYLLABUS

(As Per Pharmacy Council of India, New Delhi) 

for 

MASTER OF PHARMACY (M. PHARM) COURSE 

(All Affiliated Colleges and Campus School)

With Effective From

Academic Year – 2017-2018

PHARMACEUTICAL REGULATORY AFFAIRS – (MRA) 



3

aIe d@JKI@bLKed JeDeJKeI-N@Je aJ J?FNE @E TabCe 14. CFLIJeJ >eEeIaCCP

GIF>IeJJ @E JeHLeEce, bL@Cd@E> cFDGeKeEc@eJ aEd K?e@I GFJ@K@FE@E> @Ed@caKeJ

ceIKa@E acadeD@c DaKLI@KP FE K?e GaIK F= K?e CeaIEeIJ. LeaIEeIJ aIe eOGecKed

KF =FCCFN K?e JeDeJKeI-N@Je Jc?edLCe F= cFLIJeJ >@MeE @E K?e JPCCabLJ.

8. Academic work
A Ie>LCaI IecFId F= aKKeEdaEce bFK? @E T?eFIP, PIacK@caC, SeD@EaI, AJJ@>EDeEK,

JFLIEaC cCLb, D@JcLJJ@FE N@K? K?e JLGeIM@JF , ReJeaIc? NFIB GIeJeEKaK@FE aEd

D@JJeIKaK@FE J?aCC be Da@EKa@Eed bP K?e deGaIKDeEK / Keac?@E> JKa== F= IeJGecK@Me

cFLIJeJ.

9. Course of study

T?e JGec@aC@QaK@FEJ @E M.P?aID GIF>IaD @J >@MeE @E TabCe 1.

Table – 1: List of M.Pharm. Specializations and their Code
S. No. Specialization Code

1. P?aIDaceLK@cJ MPH

2. IEdLJKI@aC P?aIDacP MIP

3. P?aIDaceLK@caC C?eD@JKIP MPC

4. P?aIDaceLK@caC AEaCPJ@J MPA

5. P?aIDaceLK@caC QLaC@KP AJJLIaEce MQA

6. P?aIDaceLK@caC Re>LCaKFIP A==a@IJ MRA

7. P?aIDaceLK@caC B@FKec?EFCF>P MPB

8. P?aIDacP PIacK@ce MPP

9. P?aIDacFCF>P MPL

10. P?aIDacF>EFJP MPG

T?e cFLIJe F= JKLdP =FI M.P?aID JGec@aC@QaK@FEJ J?aCC @EcCLde SeDeJKeI N@Je

T?eFIP & PIacK@caC aJ >@MeE @E TabCe \ 2 KF 11. T?e ELDbeI F= ?FLIJ KF be

deMFKed KF eac? K?eFIP aEd GIacK@caC cFLIJe @E aEP JeDeJKeI J?aCC EFK be CeJJ

K?aE K?aK J?FNE @E TabCe \ 2 KF 11.



TabCe \ 7: CFLIJe F= JKLdP =FI M. P?aID. (Re>LCaKFIP A==a@IJ)

Course
Code

Course
Credit
Hours

Credit
Points

Hrs./
wk

Marks

Semester I

MRA
101T GFFd Re>LCaKFIP PIacK@ceJ 4 4 4 100

MRA
102T

DFcLDeEKaK@FE aEd

Re>LCaKFIP WI@K@E> 4 4 4 100

MRA
103T

CC@E@caC ReJeaIc?

Re>LCaK@FEJ 4 4 4 100

MRA
104T

Re>LCaK@FEJ aEd Le>@JCaK@FE

=FI DIL>J & CFJDeK@cJ,

Med@caC DeM@ceJ, B@FCF>@caCJ

& HeIbaCJ, aEd FFFd &

NLKIaceLK@caCJ IE IEd@a aEd

IEKeCCecKLaC PIFGeIKP R@>?KJ

4 4 4 100

MRA
105P Re>LCaKFIP A==a@IJ PIacK@caC I 12 6 12 150

SeD@EaI/AJJ@>EDeEK 7 4 7 100

Total 35 26 35 650

Semester II

MRA
201T

Re>LCaKFIP AJGecKJ F= DIL>J

& CFJDeK@cJ 4 4 4 100

MRA
202T

Re>LCaKFIP AJGecKJ F= HeIbaC

& B@FCF>@caCJ 4 4 4 100

MRA
203T

Re>LCaKFIP AJGecKJ F=

Med@caC DeM@ceJ 4 4 4 100

MRA
204T

Re>LCaKFIP AJGecKJ F= FFFd

& NLKIaceLK@caCJ 4 4 4 100

MRA
205P Re>LCaKFIP A==a@IJ PIacK@caC II 12 6 12 150

SeD@EaI/AJJ@>EDeEK 7 4 7 100

Total 35 26 35 650
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TabCe \ 12: CFLIJe F= JKLdP =F M. P?aID. III SeDeJKeI

14

(Common for All Specializations)
Course
Code

Course
Credit
Hours

Credit
Points

MRM 301T ReJeaIc? MeK?FdFCF>P aEd B@FJKaK@JK@cJ* 4 4

- JFLIEaC cCLb 1 1

-
D@JcLJJ@FE / PIeJeEKaK@FE

(PIFGFJaC PIeJeEKaK@FE) 2 2

- ReJeaIc? WFIB 28 14

Total 35 21

* NFE UE@MeIJ@KP EOaD

TabCe \ 13: CFLIJe F= JKLdP =FI M. P?aID. IV SeDeJKeI
(Common for All Specializations)

Course
Code

Course
Credit
Hours

Credit
Points

- JFLIEaC CCLb 1 1

- ReJeaIc? WFIB 31 16

- D@JcLJJ@FE/F@EaC PIeJeEKaK@FE 3 3

Total 35 20

TabCe \ 14: SeDeJKeI N@Je cIed@KJ d@JKI@bLK@FE

Semester Credit Points

I 26

II 26

III 21

IV 20

Co-curricular Activities
(Attending Conference, Scientific Presentations and
Other Scholarly Activities)

M@E@DLD=02
MaO@DLD=07*

Total Credit Points
M@E@DLD=95

MaO@DLD=100*

*CIed@K PF@EKJ =FI CF-cLII@cLCaI AcK@M@K@eJ
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TabCeJ \ 21: Sc?eDeJ =FI @EKeIEaC aJJeJJDeEKJ aEd eEd JeDeJKeI eOaD@EaK@FEJ

(P?aIDaceLK@caC Re>LCaKFIP A==a@IJ-MRA)

Internal Assessment
End

Semester
Exams

Sessional
Exams

Course
Code

Course Cont
inuo
us
Mod
e

Mar
ks

Durati
on

Tot
al

Mar
ks

Dura
tion

Total
Marks

SEMESTER I

MRA10
1T

GFFd

P?aIDaceLK@caC

PIacK@ceJ
10 15 1HI 25 75 3HIJ 100

MRA10
2T

DFcLDeEKaK@FE

aEd Re>LCaKFIP

WI@K@E>
10 15 1 HI 25 75 3 HIJ 100

MRA10
3T

CC@E@caC

ReJeaIc?

Re>LCaK@FEJ
10 15 1HI 25 75 3HIJ 100

MRA10
4T

Re>LCaK@FEJ aEd

Le>@JCaK@FE =FI

DIL>J &

CFJDeK@cJ,

Med@caC

DeM@ceJ,

B@FCF>@caCJ &

HeIbaCJ, aEd

FFFd &

NLKIaceLK@caCJ IE

IEd@a aEd

IEKeCCecKLaC

PIFGeIKP R@>?KJ

10 15 1 HI 25 75 3 HIJ 100

MRA10
5T

P?aIDaceLK@caC

Re>LCaKFIP

A==a@IJ PIacK@caC I
20 30 6HIJ 50 100 6HIJ 150

-
SeD@EaI

/AJJ@>EDeEK - - - - - - 100

Total 650

SEMESTER II

MRA20
1T

Re>LCaKFIP

AJGecKJ F=

DIL>J &

CFJDeK@cJ

10 15 1HI 25 75 3HIJ 100



MRA20
2T

Re>LCaKFIP

AJGecKJ F=

HeIbaC &

B@FCF>@caCJ

10 15 1 HI 25 75 3 HIJ 100

MRA20
3T

Re>LCaKFIP

AJGecKJ F=

Med@caC DeM@ceJ
10 15 1HI 25 75 3HIJ 100

MRA20
4T

Re>LCaKFIP

AJGecKJ F= FFFd

& NLKIaceLK@caCJ
10 15 1 HI 25 75 3 HIJ 100

MRA20
5P

P?aIDaceLK@caC

Re>LCaKFIP

A==a@IJ PIacK@caC

II

20 30 6HIJ 50 100 6HIJ 150

-
SeD@EaI

/AJJ@>EDeEK - - - - - - 100

Total 650
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PHARMACEUTICALREGULATORY AFFAIRS(MRA)

Scope

GOOD REGULATORY PRACTICES (MRA 101T)

T?@J  cFLI e @J deJ@>Eed KF @DGaIK =LEdaDeEKaC BEFNCed>e FE MaI@FLJ GFFd

Re>LCaKFIP PIacK@ceJ M@Q., cGMP, GLP, GALP aEd GDP =FI P?aIDaceLK@caCJ,

CFJDeK@cJ, FFFd & NLKIaceLK@caCJ, Med@caC deM@ceJ, In-vitro D@a>EFJK@c Med@caC

DeM@ceJ (IVDJ) aEd b@FCF>@caC GIFdLcKJ aEd LEdeIJKaEd K?e IaK@FEaCe be?@Ed

K?eJe IeHL@IeDeEKJ aEd N@CC GIFGFJe NaPJ aEd DeaEJ F= cFDGCP@E> N@K? K?eD.

Objectives
AK cFDGCeK@FE F= K?@ cFLIJe @K @J eOGecKed K?aK JKLdeEKJ N@CC be abCe KF

LEdeIJKaEd,

• T?e BeP Ie>LCaKFIP aEd cFDGC@aEce eCeDeEKJ N@K? IeJGecK KF GFFd

MaEL=acKLI@E> PIacK@ceJ, GFFd LabFIaKFIP PIacK@ceJ, GFFd ALKFDaKed

LabFIaKFIP PIacK@ceJ aEd GFFd DFcLDeEKaK@FE PIacK@ceJ.

• PIeGaIe aEd @DGCeDeEK K?e c?ecB C@JKJ aEd SOPJ =FI MaI@FLJ GFFd
Re>LCaKFIP PIacK@ceJ

• IDGCeDeEK GFFd Re>LCaKFIP PIacK@ceJ @E K?e HeaCK?caIe aEd IeCaKed

IEdLJKI@eJ

• PIeGaIe =FI K?e Iead@EeJJ aEd cFEdLcK F= aLd@KJ aEd @EJGecK@FEJ.

THEORY 60 Hrs
1. Current Good Manufacturing Practices: IEKIFdLcK@FE, US cGMP

PaIK 210 aEd PaIK 211.EC PI@Ec@GCeJ F= GMP (D@IecK@Me

91/356/EEC) AIK@cCe 6 KF AIK@cCe 14 aEd WHO cGMP >L@deC@EeJ

GAMP-5; Med@caC deM@ce aEd IVDJ GCFbaC HaIDFE@QaK@FE TaJB

FFIce(GHTF) GL@daEce dFcJ.

12
HIJ

2 Good Laboratory Practices: IEKIFdLcK@FE, USFDA GLP

Re>LCaK@FEJ (SLbGaIK A KF SLbGaIK K), CFEKIFCC@E> K?e GLP

@EJGecK@FE GIFceJJ, DFcLDeEKaK@FE, ALd@K, >FaCJ F= LabFIaKFIP

QLaC@KP ALd@K, ALd@K KFFCJ, FLKLIe F= GLP Ie>LCaK@FEJ, IeCeMaEK ISO

aEd QLaC@KP CFLEc@C F= IEd@a(QCI) SKaEdaIdJ

12
HIJ

3 Good Automated Laboratory Practices: IEKIFdLcK@FE KF GALP,

PI@Ec@GCeJ F= GALP, GALP ReHL@IeDeEKJ, SOPJ F= GALP,

TIa@E@E> DFcLDeEKaK@FE,21 CFR PaIK 11, GeEeIaC c?ecB C@JK F=
21CFR PaIK 11, SF=KNaIe EMaCLaK@FE c?ecBC@JK, IeCeMaEK ISO aEd

QCI SKaEdaIdJ.

12
HIJ

142



4 Good Distribution Practices: IEKI dLcK@FE KF GDP, Le>aC GDP

IeHL@IeDeEKJ GLK NFICdN@de, PI@Ec@GCeJ, PeIJFEEeC,

DFcLDeEKaK@FE, PIeD@JeJ aEd EHL@GDeEK, DeC@MeI@eJ KF

CLJKFDeIJ, ReKLIEJ, SeC=-IEJGecK@FE, PIFM@J@FE F= @E=FIDaK@FE,

SKab@C@KP KeJK@E> GI@Ec@GCeJ, WHO GDP, USP GDP (SLGGCP c?a@E

@EKe>I@KP), IeCeMaEK CDSCO >L@daEce aEd ISO JKaEdaIdJ

12
HIJ

5 Quality management systems: CFEceGK F= QLaC@KP, TFKaC QLaC@KP

MaEa>eDeEK, QLaC@KP bP deJ@>E, S@O S@>Da cFEceGK, OLK F=

SGec@=@caK@FEJ (OOS), C?aE>e cFEKIF . VaC@daK@FE: TPGeJ F=

VaC@daK@FE, TPGeJ F= QLaC@=@caK@FE, VaC@daK@FE DaJKeI GCaE (VMP),

AEaCPK@caC MeK?Fd VaC@daK@FE. VaC@daK@FE F= LK@C@K@eJ, [CFDGIeJJed

a@I, JKeaD, NaKeI JPJKeDJ, HeaK VeEK@CaK@FE aEd A@I cFEd@K@FE@E>

(HVAC)]aEd CCeaE@E> VaC@daK@FE. T?e IEKeIEaK@FEaC CFE=eIeEce FE

HaIDFE@QaK@FE (ICH) GIFceJJ, ICH >L@deC@EeJ KF eJKabC@J? HLaC@KP,

Ja=eKP aEd e==@cacP F= dIL> JLbJKaEceJ aEd GIFdLcKJ, ISO 13485,

Sc? MIII aEd FK?eI IeCeMaEK CDSCO Ie>LCaKFIP >L@daEce

dFcLDeEKJ.

12
HIJ

REFERENCES

1. GFFd LabFIaKFIP PIacK@ce Re>LCaK@FEJ, bP SaEdP We@EbeI>, FFLIK? Ed@K@FE
DIL>J aEd K?e P?aIDaceLK@caC Sc@eEceJ, VFC.168

2. GFFd P?aIDaceLK@caC MaEL=acKLI@E> GIacK@ce, RaK@FEaC aEd cFDGC@aEce bP

JF?E S?aIG, CRC PIeJJ

3. EJKabC@J?@E> a cGMP LabFIaKFIP ALd@K SPJKeD, A GIacK@caC GL@de bP DaM@d

M.BCe@JEeI, W@CeP PLbC@caK@FE.

4. HFN KF GIacK@ce GLP bP PP S?aIDa, VaEdaEa PLbC@caK@FEJ.

5. LabFIaKFIP ALd@K@E> =FI QLaC@KP aEd Re>LCaKFIP cFDGC@aEce bL DFEaCd

C.S@E>eI, DIL>J aEd K?e P?aIDaceLK@caC Sc@eEceJ, VFC.150.

6. DIL>J & CFJDeK@cJ AcK, RLCeJ & ADeEdDeEKJ
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DOCUMENTATION AND REGULATORY WRITING
(MRA 102T)

Scope
T?@J cFLIJe @J deJ@>Eed KF @ aIK =LEdaDeEKaC BEFNCed>e FE dFcLDeEKaK@FE

aEd >eEeIaC GI@Ec@GCeJ @EMF ed @E Ie>LCaKFIP NI@K@E aEd JLbD@JJ@FE KF a>eEc@eJ.

Objectives

UGFE cFDGCeK@FE F= K?e cFLIJe K?e JKLdeEK J?aCC be abCe KF,

• KEFN K?e MaI@FLJ dFcLDeEKJ GeIKa@E@E> KF dIL>J @E G?aIDaceLK@caC

@EdLJKIP
• UEdeIJKaEd K?e baJ@cJ F= Ie>LCaKFI cFDG@CaK@FE

• CIeaKe aEd aJJeDbCe K?e Ie>LCaK@FE J bD@JJ@FE aJ GeI K?e

IeHL@IeDeEKJ F= a>eEc@eJ
• FFCCFN LG K?e JLbD@JJ@FEJ aEd GFJK aGGIF aC dFcLDeEK IeHL@IeDeEKJ

THEORY 60 Hrs

1. Documentation in pharmaceutical industry: EOGCFIaKFIP

PIFdLcK DeMeCFGDeEK BI@e= (EPDB) =FI DIL> JLbJKaEce aEd DIL>

GIFdLcK, PIFdLcK DeMeCFGDeEK PCaE (PDP), PIFdLcK DeMeCFGDeEK

ReGFIK (PDR), MaJKeI FFIDLCa RecFId, BaKc? MaEL=acKLI@E>

RecFId aEd @KJ caCcLCaK@FEJ, BaKc? RecFEc@C@aK@FE, BaKc?

PacBa>@E> RecFIdJ, PI@EK GacB JGec@=@caK@FEJ, D@JKI@bLK@FE

IecFIdJ, CeIK@=@caKe F= AEaCPJ@J (CFA), S@Ke MaJKeI F@Ce aEd DIL>

MaJKeI F@CeJ (DMF).

12
HIJ

2 Dossier preparation and submission: IEKIFdLcK@FE aEd

FMeIM@eN F= dFJJ@eIJ, cFEKeEKJ aEd FI>aE@QaK@FE   F= dFJJ@eI,

b@EdeIJ aEd JecK@FEJ, cFDG@CaK@FE aEd IeM@eN F= dFJJ@eI. PaGeI

JLbD@JJ@FEJ, FMeIM@eN aEd DFdLCeJ F= CTD, eCecKIFE@c CTD

JLbD@JJ@FEJ; ECecKIFE@c JLbD@JJ@FE: PCaEE@E> eCecKIFE@c

JLbD@JJ@ , IeHL@IeDeEKJ =FI JLbD@JJ@FE, Ie>LCaKFIP b@Ed@E>J aEd

IeHL@IeDeEKJ, TFFC aEd Tec?EFCF>@eJ, eCecKIFE@c dFJJ@eI

JLbD@JJ@FE  GIFceJJ aEd MaC@daK@E> K?e JLbD@JJ@FE, ECecKIFE@c

SLbD@JJ@FE GaKeNaP (ESG). NFE eCTD eCecKIFE@c JLbD@JJ@FEJ

(NeeS), AJ@aE CTD =FIDaKJ (ACTD) JLbD@JJ@FE. OI>aE@Q@E>,

GIFceJJ aEd MaC@daK@FE F= JLbD@JJ@FE. SLbD@JJ@FE @E SL>aD

JPJKeD F= CDSCO.

12
HIJ
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3 Audits: IEKIFdLcK@FE, De=@E@K@FE, SLD aIP, TPGeJ F= aLd@KJ, GMP

cFDGC aEce aLd@K, ALd@K  GFC@cP, IEKeIEaC aEd EOKeIEaC ALd@KJ,

SecFEd PaIKP ALd@KJ, EOKeIEaC K?@Id GaIKP aLd@KJ, ALd@K@E>

JKIaKe>@eJ, PIeGaIaK@FE aEd cFEdLcK@E> aLd@K, ALd@K@E> JKIaKe>@eJ,

aLd@K aEaCPJ@J, aLd@K IeGFIK, aLd@K =FCCFN L . ALd@K@E>/@EJGecK@FE F=

DaEL=acKLI@E> =ac@C@K@eJ bP Ie>LCaKFIP a>eEc@eJ. T@DeC@EeJ =FI

aLd@KJ/@EJGecK@FE. GHTF JKLdP >IFLG 4 >L@daEce dFcLDeEK.

ISO 13485.

12
HIJ

4 Inspections: PIe-aGGIFMaC @EJGecK@FEJ, IEJGecK@FE F=

G?aIDaceLK@caC DaEL=acKLIeIJ, IEJGecK@FE F= dIL> d@JKI@bLK@FE

c?aEEeCJ, QLaC@KP JPJKeDJ IeHL@IeDeEKJ =FI EaK@FEaC >FFd

DaEL=acKLI@E> GIacK@ce @EJGecKFIaKeJ, @EJGecK@FE IeGFIK, DFdeC

ceIK@=@caKe F= >FFd DaEL=acKLI@E> GIacK@ceJ, RFFK caLJe aEaCPJ@J,

CFIIecK@Me aEd PIeMeEK@Me acK@FE (CAPA).

12
HIJ

5 Product life cycle management: PI@FI AGGIFMaC SLGGCeDeEK

(PAS), PFJK AGGIFMaC C?aE>eJ [SUPAC], C?aE>eJ Be@E>

E==ecKed @E 30 DaPJ (CBE-30), AEELaC ReGFIK, PFJK DaIBeK@E>

ReGFIK@E> ReHL@IeDeEKJ, PFJK aGGIFMaC LabeC@E> C?aE>eJ,

L@=ecPcCe MaEa>eDeEK, FDA IEJGecK@FE aEd EE=FIceDeEK,

EJKabC@J?DeEK IEJGecK@FE ReGFIK (EIR), WaIE@E> LeKKeIJ, RecaCCJ,

Se@QLIe aEd IEALEcK@FEJ. ISO R@JB MaEa>eDeEK SKaEdaId

12
HIJ

REFERENCES
1. CFDGC@aEce aLd@K@E>    =FI P?aIDaceLK@caC MaEL=acKLIeIJ. KaIeE

G@EJbLIP aEd G@C B@JDLK?, IEKeIG?aID/CRC, BFca RaKFE, LFEdFE NeN

YFIB, WaJ?@E>KFE D.C.

2. P?aIDaceLK@caC MaEL=acKLI@E> HaEdbFFB, Re>LCaK@FEJ aEd QLaC@KP bP

S?aPEe CFO Gad. W@CeP-IEKeIJc@eEce, A JF?E W@CeP aEd JFEJ, IEc.,

PLbC@caK@FEJ.

3. HaEdbFFB F= D@cIFb@FCF>@caC   QLaC@KP cFEKIFC. RFJaDLEd M. Ba@Id,

NFIDaE A. HFd>eJ, SKeG?eE P. DeEPaI. CRC PIeJJ. 2000.

4. LabFIaKFIP aLd@K@E> =FI HLaC@KP aEd Ie>LCaKFIP cFDGC@aEce. DFEaCd C.

S@E>eI, RaCLca-CFaEa SKe=aE, JacFbLJ F. VaE SKadeE. TaPCFI aEd

FIaEc@J (2005).

5. IDGCeDeEK@E> JLIaE'J RFad MaG =FI QLaC@KP LeadeIJ?@G: BeEc?DaIBJ

aEd ReJLCKJ, BP AC EEdIeJ, W@CeP, 2000

6. UEdeIJKaEd@E>, MaEa>@E> aEd IDGCeDeEK@E> QLaC@KP: FIaDeNFIBJ,

Tec?E@HLeJ aEd CaJeJ, BP J@AL AEKFEP; DaM@d PIeece, RFLKCed>e, 2002
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7. OI>aE@Q@E> =FI H@>? PeI=FIDaEce: EDGCFPee IEMFCMeDeEK, TQM,

ReeE>@EeeI@E>, aEd KEFNCed>e MaEa>eDeEK @E K?e FFIKLEe 1000: T?e

CEO ReGFIK BP EdNaId E. LaNCeI; SLJaE ACbeIJ MF?IDaE; GeFI>e

BeEJFE, JFJJeP-BaJJ, 2001

8. CFIGFIaKe CLCKLIe aEd K?e QLaC@KP OI>aE@QaK@FE BP JaDeJ W. Fa@I=@eCd-

SFEE, QLFILD BFFBJ, 2001

9. T?e QLaC@KP MaEa>eDeEK SFLIcebFFB: AE IEKeIEaK@FEaC GL@de KF

MaKeI@aCJ aEd ReJFLIceJ BP C?I@JK@Ee AMeIP; D@aEe ZabeC, RFLKCed>e,

1997

10. T?e QLaC@KP TFFCbFO, SecFEd Ed@K@FE, NaEcP R. Ta>Le, ASQ

PLbC@caK@FEJ

11. JLIaE'J QLaC@KP HaEdbFFB, S@OK? Ed@K@FE, JFJeG? M. JLIaE aEd JFJeG?

A. De FeF, ASQ PLbC@caK@FEJ

12. RFFK CaLJe AEaCPJ@J, T?e CFIe F= PIFbCeD SFCM@E> aEd CFIIecK@Me

AcK@FE, DLBe OBeJ, 2009, ASQ PLbC@caK@FEJ

13. IEKeIEaK@FEaC Med@caC DeM@ce Re>LCaKFIJ FFILD (IMDRF) Med@caC

DeM@ce S@E>Ce ALd@K PIF>IaD (MDSAP)
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Scope

CLINICAL RESEARCH REGULATIONS
(MRA 103T)

T?@J cFLIJe @J deJ@> ed KF @DGaIK K?e =LEdaDeEKaC BEFNCed>e FE K?e cC@E@caC

deMeCFGDeEK GIFceJJ F= dIL>J, G?aIDaceLK@caCJ aEd Med@caC DeM@ceJ, G?aJeJ

aEd cFEdLcK F= cC@E@caC KI@aCJ aEd IeJeaIc?, Ie>LCaK@FEJ aEd >L@daEce >FMeIE@E>

K?e cFEdLcK F= cC@E@caC IeJeaIc? @E IEd@a, USA aEd EU. IK GIeGaIeJ K?e JKLdeEKJ

KF eaIE @E deKa@C FE MaI@FLJ CaNJ, Ce>@JCaK@FEJ aEd >L@daEce IeCaKed KF Ja=eKP,

e==@cacP, eK?@caC cFEdLcK aEd Ie>LCaKFIP aGGIFMaC F= cC@E@caC IeJeaIc?.

Objectives
UGFE cFDGCeK@FE F= K e cFLIJe, K?e JKLdeEK J?aCC be abCe KF (BEFN, dF aEd

aGGIec@aKe)

• H@JKFIP, FI@>@ aEd eK?@cJ F= cC@E@caC aEd b@FDed@caC IeJeaIc? aEd

eMaCLaK@FE

• CC@E@caC dIL>, Ded@caC deM@ce deMeCFGDeEK GIFceJJ aEd d@==eIeEK KPGeJ

aEd G?aJeJ F= cC@E@caC KI@aCJ

• Re>LCaKFIP IeHL@IeDeEKJ aEd >L@daEce =FI cFEdLcK F= cC@E@caC KI@aCJ aEd

IeJeaIc?

Theory 60 Hrs

1. Clinical Drug Development Process
• D@==eIeEK KPGeJ F= CC@E@caC SKLd@eJ

• P?aJeJ F= cC@E@caC KI@aCJ, CC@E@caC TI@aC GIFKFcFC

• P?aJe 0 JKLd@eJ

• P?aJe I aEd JLbKPGe JKLd@eJ (J@E>Ce aJceEd@E>, DLCK@GCe

aJceEd@E , dFJe eJcaCaK@FE, DeK?FdJ, =F d e==ecK JKLd@eJ,

dIL> \ dIL  @EKeIacK@FE, PK eEd GF@EKJ

• P?aJe II JKLd@eJ (GIFF= cFEceGK FI GI@ c@GCe JKLd@eJ KF

eJKabC@J? e==@cacP)

• P?aJe III JKLd@eJ (MLCK@ eK?E@c@KP, >CFbaC cC@E@caC KI@aC,

Ie>@JKIaK@FE JKLd@eJ)
• P?aJe IV JKLd@eJ (PFJK MaIBeK@E> SKLd@eJ; PSUR)

Clinical Investigation and Evaluation of Medical Devices &
IVDs

D@==eIeEK TPGeJ F= SKLd@eJ
KeP CFEceGKJ F= Med@caC DeM@ce CC@E@caC EMaCLaK@FE

KeP cFEceGKJ F= CC@E@caC IEMeJK@>aK@FE
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2 Ethics in Clinical Research:
• H@JKFI@caC PeIJGecK@MeJ: NLIeDbeI> CFde, T?aC@dFD@de JKLdP

, NaQ@J TI@aCJ, TLJBe>ee SPG?@C@J SKLdP, T?e BeCDFEK ReGFIK,

T?e decCaIaK@FE F= HeCJ@EB@

• OI@>@E F= IEKeIEaK@FEaC CFE=eIeEce FE HaIDFE@QaK@FE - GFFd

CC@E@caC PIacK@ce (ICH-GCP) >L@deC@EeJ.

• T?e eK?@cJ F= IaEdFD@Qed cC@E@caC KI@aCJ

• T?e IFCe F= GCacebF @E cC@E@caC KI@aCJ

• EK?@cJ F= cC@E@caC IeJeaIc?  @E JGec@aC GFGLCaK@FE

• IEJK@KLK@FEaC ReM@eN BFaId/IEdeGeEdeEK EK?@cJ

CFDD@KKee/EK?@cJ CFDD@KKee \ cFDGFJ@K@FE, IFCeJ,

IeJGFEJ@b@C@K@eJ, IeM@eN aEd aGGIFMaC GIFceJJ aEd FE>F@E>

DFE@KFI@E> F= Ja=eKP daKa

• DaKa Ja=eKP DFE@KFI@E bFaIdJ.

• ReJGFEJ@b@C K@eJ F= JGFEJFI, CRO, aEd @EMeJK@>aKFI @E eK?@caC

cFEdLcK F= cC@E@caC IeJeaIc?

• EK?@caC GI@Ec@GCeJ >FMeIE@E> @E=FIDed cFEJeEK GIFceJJ

• PaK@eEK IE=FIDaK@FE S?eeK aEd IE=FIDed CFEJeEK FFID

• T?e @E=FIDed cFEJeEK GIFceJJ aEd dFcLDeEKaK@FE

12
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3 Regulations governing Clinical Trials
India: CC@E@caC ReJeaIc? Ie>LCaK@FEJ @E  IEd@a \ Sc?edLCe Y &

Med@caC DeM@ce GL@daEce

USA: Re>LCaK@FEJ KF cFEdLcK dIL> JKLd@eJ @E USA (FDA)

• NDA 505(b)(1) F= K?e FD&C AcK (AGGC@caK@FE =FI aGGIFMaC F= a

EeN dIL>)

• NDA 505(b)(2) F= K?e FD&C AcK (AGGC@caK@FE =FI aGGIFMaC F= a

EeN dIL> K aK IeC@eJ, aK CeaJK @E GaIK, FE daKa EFK deMeCFGed

bP K?e aGGC@caEK)

• ANDA 505(A) F= K?e FD&C AcK (AGGC@caK@FE =FI aGGIFMaC F= a

>eEeI@c dIL> GIFdLcK)
• FDA GL@daEce =FI IEdLJKIP - AcceGKaEce F= FFIe@>E CC@E@caC

SKLd@eJ

• FDA CC@E@caC TI@aCJ GL@daEce DFcLDeEK: GFFd CC@E@caC

PIacK@ce

EU: CC@E@caC ReJeaIc? Ie>LCaK@FEJ @E ELIFGeaE UE@FE (EMA)

12
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4 Clinical Research Related Guidelines
• GFFd CC@E@caC PIacK@ce GL@deC@EeJ (ICH GCP E6)

• IEd@aE GCP GL@deC@EeJ

• ICMR EK?@caC GL@deC@EeJ =FI B@FDed@caC ReJeaIc?

• CDSCO >L@deC@EeJ

GHTF JKLdP >IFLG 5 >L@daEce dFcLDeEKJ

Regulatory Guidance on Efficacy and Safety ICH Guidance’s

• E4 \ DFJe ReJGFEJe IE=FIDaK@FE JLG FIK DIL>
Re>@JKIaK@FE

• E7 \ SKLd@eJ @E JLGGFIK F GeEeIaC PFGLCaK@FE: GeI@aKI@cJ

• E8 \ GeEeIaC CFEJ@deIaK@FEJ F= CC@E@caC TI@aCJ

• E10 \ C?F@ce F= CFEKIFC GIFLGJ aEd ReCaKed IJJLeJ @E

CC@E@caC TI@aCJ,

• E 11 \ CC@E@caC IEMeJK@>aK@FE F= Med@c@EaC PIFdLcKJ @E K?e

Ped@aKI@c PFGLCaK@FE

• GeEeIaC b@FJKaK@cJ GI@Ec@GCe aGGC@ed @E cC@E@caC IeJeaIc?

5 USA & EU Guidance
USA: FDA Guidance
• CFR 21PaIK 50: PIFKecK@FE F= HLDaE SLbAecKJ

• CFR 21PaIK 54: F@EaEc@aC D@JcCFJLIe bP CC@E@caC IEMeJK@>aKFIJ
• CFR 21PaIK 312: IND AGGC@caK@FE
• CFR 21PaIK 314: AGGC@caK@FE = FDA AGGIFMaC KF MaIBeK a
NeN DIL>
• CFR 21PaIK 320: B@FaMa@Cab@C@KP aEd b@FeHL@MaCeEce
IeHL@IeDeEKJ
• CFR 21PaIK 812: IEMeJK@>aK@FEaC DeM@ce EOeDGK@FEJ
• CFR 21PaIK 822: PFJK-DaIBeK JLIMe@CCaEce
• FDA Sa=eKP ReGFIK@E> ReHL@IeDeEKJ =FI INDJ aEd BA/BE
SKLd@eJ
• FDA Med WaKc?
• GL@daEce =FI IEdLJKIP: GFFd P?aIDacFM@>@CaEce PIacK@ceJ
aEd P?aIDacFeG@deD@FCF>@c AJJeJJDeEK
European Union: EMA Guidance
• EU D@IecK@MeJ 2001
• ELdIaLeO (EMEA) VFCLDe 3 \ Sc@eEK@=@c >L@deC@EeJ =FI

Ded@c@EaC GIFdLcKJ =FI ?LDaE LJe
• EU AEELaC Sa=eKP ReGFIK (ASR)
• VFCLDe 9A \ P?aIDacFM@>@CaEce =FI Med@c@EaC PIFdLcKJ =FI

HLDaE UJe
• EU MDD N@K? IeJGecK KF cC@E@caC IeJeaIc?
• ISO 14155

12
HIJ

12
HIJ

149



REFERENCES
1. CC@E@caC TI@aCJ aEd HLDaE ReJeaIc?: A PIacK@caC GL@de KF Re>LCaKFIP

CFDGC@aEce BP FaP A. RFQFMJBP aEd RFdEeP K. AdaDJ
2. HIPAA aEd HLDaE SLbAecKJ ReJeaIc?: A QLeJK@FE aEd AEJNeI

Re=eIeEce GL@de BP MaIB BaIEeJ, JD, LLM aEd JeEE@=eI KLCPEPc?, JD,
P?D

3. PI@Ec@GCeJ aEd PIacK@ceJ F= CC@E@caC ReJeaIc?, SecFEd Ed@K@FE Ed@Ked bP
JF?E I. GaCC@E aEd FIedeI@cB P. O>E@beEe

4. ReM@eN@E> CC@E@caC TI@aCJ: A GL@de =FI K?e EK?@cJ CFDD@KKee; JF?aE PE
KaICbeI> aEd MaIAFI@e A SGeeIJ; KaICbeI>, JF?aE PeKKeI E@EaI, HFE>
KFE>.

5. IEKeIEaK@FEaC P?aIDaceLK@caC PIFdLcK Re>@JKIaK@FE: AJGecKJ F= QLaC@KP,
Sa=eKP aEd E==@cacP; AEK?FEP C. CaIKNI@>?K; TaPCFI & FIaEc@J IEc., USA.

6. NeN DIL> AGGIFMaC PIFceJJ: T?e GCFbaC C?aCCeE>e; GLaI@EF, R@c?aId
A; MaIceC DeBBeI IEc., NY.

7. FDA Ie>LCaKFIP a==a@IJ: a >L@de =FI GIeJcI@GK@FE dIL>J, Ded@caC deM@ceJ,
aEd b@FCF>@cJ; DFL>CaJ J. P@JaEF, DaM@d MaEKLJ; CRC PIeJJ, USA

8. CFLEKIP SGec@=@c GL@deC@EeJ =IFD F==@c@aC NebJ@KeJ.
9. DIL>J & CFJDeK@cJ AcK & RLCeJ aEd ADeEdDeEKJ

RECOMMENDED WEBSITES:
1. EU CC@E@caC ReJeaIc? D@IecK@Me 2001: ?KKG://NNN.eFIKc.be/JeIM@ceJ/dFc

/cC@E@caC-eLd@IecK@Me-04-aGI@C-01.Gd=
2. CFde F= FedeIaC Re>LCaK@FEJ, FDA:

?KKG://NNN.acceJJdaKa.=da.>FM/JcI@GKJ/cdI?/c=dFcJ/c=c=I/c=IJeaIc?.c=D
3. GL@deC@EeJ F= IEKeIEaK@FEaC CFE=eIeEce FE HaIDFE@QaK@FE: ?KKG://NNN.

@c?.FI>/GIFdLcKJ/>L@deC@EeJ.?KDC
4. ELdIaCeO GL@deC@EeJ: ?KKG://NNN.>DGcFDGC@aEce.@E=F/eL>L@de.?KD
5. FDA NeN DIL> AGGC@caK@FE:
6. ?KKG://NNN.=da.>FM/Ie>LCaKFIP@E=FIDaK@FE/Ce>@JCaK@FE/FedeIaCFFFdDIL>a

EdCFJDeK@c
AcKFDCAcK/FDCAcKC?aGKeIVDIL>JaEdDeM@ceJ/LcD108125.?KD

7. Med@c@EeJ aEd HeaCK?caIe GIFdLcKJ Re>LCaKFIP A>eEcP: ?KKG://NNN
.D?Ia.>FM.LB

8. CeEKIaC DIL>J SKaEdaId CFEKIFC OI>aE@QaK@FE GL@daEce =FI IEdLJKIP:
?KKG://cdJcF.E@c.@E/CDSCO-GL@daEceFFIIEdLJKIP.Gd=

9. ICMR EK?@caC GL@deC@EeJ =FI B@FDed@caC ReJeaIc?: ?KKG://@cDI.E@c.@E
/eK?@caC_>L@deC@EeJ.Gd=
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REGULATIONS AND LEGISLATION FOR DRUGS & COSMETICS,
MEDICAL DEVICES, BIOLOGICALS & HERBALS, AND FOOD &
NUTRACEUTICALS IN INDIA AND INTELLECTUAL PROPERTY

RIGHTS
(MRA 104T)

Scope

T?@J cFLIJe @J deJ@>Eed KF @DGaIK =LEdaDeEKaC BEFNCed>e FE Ie>LCaK@FEJ aEd

Ce>@JCaK@FE @E IEd@a N.I.K. DIL>J & CFJDeK@cJ, Med@caC DeM@ceJ, B@FCF>@caCJ &

HeIbaCJ, aEd FFFd & NLKIaceLK@caCJ. IK GIeGaIeJ K?e JKLdeEKJ =FI baJ@c

Ie>LCaKFIP IeHL@IeDeEKJ @E IEd@a F= DIL>J & CFJDeK@cJ, Med@caC DeM@ceJ,

B@FCF>@caCJ & HeIbaCJ, aEd FFFd & NLKIaceLK@caCJ. =FI DaEL=acKLIe, @DGFIK &

Ie>@JKIaK@FE, eOGFIK, JaCe, DaIBeK@E> aLK?FI@QaK@FE, cC@E@caC KI@aCJ aEd @EKeCCecKLaC

GIFGeIK I@>?KJ.

Objectives

UGFE K?e cFDGCeK@FE F= K?e cFLIJe K?e JKLdeEK J?aCC be abCe KF:

• KEFN d@==eIeEK AcKJ aEd >L@deC@EeJ K?aK Ie>LCaKe DIL>J & CFJDeK@cJ,

Med@caC DeM@ceJ, B@FCF>@caCJ & HeIbaCJ, aEd FFFd & NLKIaceLK@caCJ

@EdLJKIP @E IEd@a.
• UEdeIJKaEd K?e aGGIFMaC GIFceJJ aEd Ie>LCaKFI IeHL@IeDeEKJ =FI

DIL>J & CFJDeK@cJ, Med@caC DeM@ceJ, B@FCF>@caCJ & HeIbaCJ, aEd FFFd

& NLKIaceLK@caCJ

THEORY 60 Hrs

1. Biologicals & Herbals, and Food & Nutraceuticals
Acts and Rules (with latest amendments):

1. DIL>J aEd CFJDeK@cJ AcK 1940 aEd RLCeJ 1945: DPCO
aEd NPPA

2. OK?eI IeCeMaEK GIFM@J@FEJ (ILCeJ Jc?edLCeJ aEd

>L@deC@EeJ =FI aGGIFMaC F= DIL>J & CFJDeK@cJ, Med@caC

DeM@ceJ, B@FCF>@caCJ & HeIbaCJ, aEd FFFd &

NLKIaceLK@caCJ @E IEd@a

Other relevant Acts: NaIcFK@cJ DIL>J aEd PJPc?FKIFG@c

SLbJKaEceJ AcK; Med@c@EaC aEd TF@CeK PIeGaIaK@FEJ (EOc@Je

DLK@eJ) AcK, 1955; P?aIDacP AcK, 1948; DIL>J aEd Ma>@c

ReDed@eJ (ObAecK@FEabCe AdMeIK@JeDeEKJ) AcK, 1955; PIeMeEK@FE

F= CILeCKP KF AE@DaCJ AcK.
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2 Regulatory requirements and approval procedures for Drugs
& Cosmetics Medical Devices, Biologicals & Herbals, and
Food & Nutraceuticals

CDSCO (CeEKIaC DIL> SKaEdaId CFEKIFC OI>aE@QaK@FE) aEd SKaKe
L@ceEJ@E> ALK?FI@KP: OI>aE@QaK@FE, ReJGFEJ@b@C@K@eJ

• RLCeJ, Ie>LCaK@FEJ, >L@deC@EeJ aEd JKaEdaIdJ =FI

Ie>LCaKFIP =@C@E> F= DIL>J & CFJDeK@cJ, Med@caC DeM@ceJ,

B@FCF>@caCJ & HeIbaCJ, aEd FFFd & NLKIaceLK@caCJ

• FFIDaK aEd cFEKeEKJ F= Re>LCaKFIP dFJJ@eI =@C@E>

CC@E@caC KI@aC/ @EMeJK@>aK@FEJ

12
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3 IEd@aE P?aIDacFGFe@aC SKaEdaIdJ, BIS JKaEdaIdJ aEd ISO aEd

FK?eI IeCeMaEK JKaEdaIdJ
12
HIJ

4 B@FaMa@Cab@C@KP aEd B@FeHL@MaCeEce daKa (BA &BE), BCS

CCaJJ@=@caK@FE F= DIL>J, Re>LCaKFIP ReHL@IeDeEKJ =FI

B@FeHL@MaCeEce JKLdP
Stability requirements: ICH aEd WHO

Guidelines for Drug testing in animals/PIecC@E@caC SKLd@eJ

AE@DaC KeJK@E>: RaK@FEaCe =F cFEdLcK@E> JKLd@eJ, CPCSEA

GL@deC@EeJ

EK?@caC >L@deC@EeJ =FI ?LDaE GaIK@c@GaEKJ

ICMR-DBT GL@deC@EeJ =FI SKeD CeCC ReJeaIc?

12
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5 Intellectual Property Rights: PaKeEK, TIadeDaIB, CFGPI@>?K,

IEdLJKI@aC DeJ@>EJ aEd GeF>IaG?@caC IEd@caK@FEJ, IEd@aE PaKeEK

SceEaI@F. IPR MJ Re>LCaKFIP A==a@IJ

12
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REFERENCES
1. MaELaC F= PaKeEK PIacK@ce & PIFcedLIe, 3Id Ed@K@FE, bP T?e PaKeEK O==@ce

F= IEd@a

2. PaKeEK Fa@CLIe HFN JLd>eJ, BLIeaLcIaKJ, aEd LaNPeIJ GLK @EEFMaKFIJ aK

I@JB bP JaDeJ BeJJeE aEd M@c?aeC J. MeLIeI

3. PI@Ec@GCeJ aEd PIacK@ce F= CC@E@caC TI@aC Med@c@Ee bP R@c?aId C?@E aEd

BILce Y. Lee

4. EK?@caC GL@deC@EeJ =FI B@FDed@caC ReJeaIc? FE HLDaE PaIK@c@GaEKJ bP

IEd@aE CFLEc@C F= Med@caC ReJeaIc? NeN deC?@ 2006.

5. CPCSEA GL@deC@EeJ =FI LabFIaKFIP AE@DaC Fac@C@KP bP CFDD@KKee =FI K?e

GLIGF e F= cFEKIFC aEd JLGeIM@J@FE FE eOGeI@DeEKJ FE aE@DaCJ (CPCSEA)
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6. ICH E6 GL@deC@Ee ] GFFd CC@E@caC PIacK@ce^ bP ICH HaIDFE@Jed TI@GaIK@Ke
7. GL@daEce =FI IEdLJKIP FE SLbD@JJ@FE F= CC@E@caC TI@aC AGGC@caK@FE =FI

EMaCLaK@E> Sa=eKP aEd E==@cacP bP CDSCO (CeEKIaC DIL> SKaEdaId CFEKIFC

OI>aE@JaK@FE)

8. GL@daEce =FI IEdLJKIP FE ReHL@IeDeEK F= C?eD@caC & P?aIDaceLK@caC

IE=FIDaK@FE @ cCLd@E> SKab@C@KP SKLdP DaKa be=FIe aGGIFMaC F= cC@E@caC KI@aCJ /

BE JKLd@eJ bP CDSCO

9. GL@deC@EeJ =FI IDGFIK aEd MaEL=acKLIe F= Med@caC DeM@ceJ bP CDSCO

10. GL@deC@EeJ =IFD F==@c@aC NebJ@Ke F= CDSCO
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REGULATORY AFFAIRS PRACTICAL - I
(MRA 105P)

1. CaJe JKLd@eJ (4 NFJ.) F= eac? F= GFFd P?aIDaceLK@caC PIacK@ceJ.

2. DFcLDeEKaK@FE =FI @E GIFceJJ aEd =@E@J?ed GIFdLcKJ QLaC@KP cFEKIFC KeJKJ =FI

SFC@d, C@HL@d, SeD@JFC@d aEd SKeI@Ce GIeGaIaK@FEJ.

3. PIeGaIaK@FE F= SOPJ, AEaCPK@caC IeGFIKJ (SKab@C@KP aEd MaC@daK@FE)

4. PIFKFcFC GIeGaIaK@FE =FI dFcLDeEKaK@FE F= MaI@FLJ KPGeJ F= IecFIdJ (BMR,

MFR, DR)

5. LabeC@E> cFDGaI@J beKNeeE bIaEd & >eEeI@cJ.

6. PIeGaIaK@FE F= cC@E@caC KI@aC GIFKFcFC =FI Ie>@JKeI@E> KI@aC @E IEd@a

7. Re>@JKIaK@FE =FI cFEdLcK@E> BA/ BE JKLd@eJ @E IEd@a

8. IDGFIK F= dIL>J =FI IeJeaIc? aEd deMeCFGDeEKaC acK@M@K@eJ

9. PIeGaIaK@FE F= e>LCaKFIP dFJJ@eI aJ GeI IEd@aE CTD =FIDaK aEd JLbD@JJ@FE

@E SUGAM

10. Re>@JKeI@E> =FI d@==eIeEK IEKeCCecKLaC PIFGeIKP R@>?KJ @E IEd@a

11. GMP ALd@K ReHL@IeDeEKJ aJ GeI CDSCO

12. PIeGaIaK@FE aEd dFcLDeEKaK@FE =FI IEd@aE PaKeEK aGGC@caK@FE.

13. PIeGaIaK@FE F= c?ecBC@JK =FI Ie>@JKIaK@FE F= IND aJ GeI ICH CTD =FIDaK.

14. PIeGaIaK@FE F= c?ecBC@JK =FI Ie>@JKIaK@FE F= NDA aJ GeI ICH CTD =FIDaK.

15. PIeGaIaK@FE F= c?ecBC@JK =FI Ie>@JKIaK@FE F= ANDA aJ GeI ICH CTD =FIDaK.

16. CaJe JKLd@eJ FE IeJGFEJe N@K? Jc@eEK@=@c IaK@FEaCe KF USFDA WaIE@E> LeKKeI

17. PIeGaIaK@FE F= JLbD@JJ@ c?ecBC@JK F= IMPD =FI EU JLbD@JJ@FE.

18. CFDGaI@JFE JKLdP F= DaIBeK@E> aLK?FI aK@FE GIFcedLIeJ @E EU.

19. CFDGaIaK@Me JKLdP F= DMF JPJKeD @E US, EU aEd JaGaE

20. PIeGaIaK@FE F= Ie>LCaKFIP JLbD@JJ@FE LJ@E> eCTD JF=KNaIe

21. PIeGaIaK@FE F= CC@E@caC TI@aC AGGC@caK@FE (CTA) =FI US JLbD@JJ@FE

22. PIeGaIaK@FE F= CC@E@caC TI@aC AGGC@caK@FE (CTA) =FI EU JLbD@JJ@FE

23. CFDGaI@JFE F= CC@E@caC TI@aC AGGC@caK@FE IeHL@IeDeEKJ F= US, EU aEd JaGaE

F= a dFJa>e =FID.

24. Re>LCaKFIP IeHL@IeDeEKJ c?ecBC@JK =FI cFEdLcK@E> cC@E@caC KI@aCJ @E IEd@a.

25. Re>LCaKFIP IeHL@IeDeEKJ c?ecBC@JK =FI cFEdLcK@E> cC@E@caC KI@aCJ @E ELIFGe.

26. Re>LCaKFIP IeHL@IeDeEKJ c?ecBC@JK =FI cFEdLcK@E> cC@E@caC KI@aCJ @E USA
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SEMESTER II
REGULATORY ASPECTS OF DRUGS & COSMETICS

(MRA 201T)

Scope
T?@J cFLIJe @J  deJ@>Eed KF @DGaIK K?e =LEdaDeEKaC BEFNCed>e FE K?e dIL>

deMeCFGDeEK GIFceJJ, Ie>LCaKFIP IeHL@IeDeEKJ =FI aGGIFMaC F= EeN dIL>J, dIL>

GIFdLcKJ aEd cFJDeK@cJ @E Ie>LCaKed aEd JeD@-Ie>LCaKed cFLEKI@eJIK GIeGaIeJ

K?e JKLdeEKJ KF CeaIE @E deKa@C FE K?e Ie>LCaKFIP IeHL@IeDeEKJ, dFcLDeEKaK@FE

IeHL@IeDeEKJ, aEd Ie>@JKIaK@FE GIFcedLIeJ =FI DaIBeK@E> K?e dIL> GI dLcKJ aEd

cFJDeK@cJ @E Ie>LCaKed aEd JeD@-Ie>LCaKed cFLEKI@eJ.

Objectives

UGFE cFDGCeK@FE F= K?e cFLIJe, K?e JKLdeEK J?aCC be abCe KF BEFN

• GIFceJJ F= dIL> d@JcFMeIP aEd deMeCFGDeEK aEd >eEeI@c GIFdLcK

deMeCFGDeEK

• Ie>LCaKFIP aGGIFMaC GIFceJJ aEd Ie>@JKIaK@FE GIFcedLIeJ =FI API aEd

dIL> GIFdLcKJ @E US, EU
• CFJDeK@cJ Ie>LCaK@FEJ @E Ie>LCaKed aEd JeD@-Ie>LCaKed cFLEKI@eJ

• A cFDGaIaK@Me JKLdP F= IEd@a N@K? FK?eI >CFbaC Ie>LCaKed DaIBeKJ

Theory 60 Hrs

1. USA & CANADA: OI>aE@QaK@FE JKILcKLIe aEd =LEcK@FEJ F= FDA.
FedeIaC Ie>@JKeI aEd CFde F= FedeIaC Re>LCaK@FEJ (CFR), H@JKFIP

aEd eMFCLK@FE F= UE@Ked SKaKeJ FedeIaC, FFFd, DIL> aEd CFJDeK@c

AcK (FFDCA), HaKc? WaODaE acK aEd OIaE>e bFFB, PLIGCe bFFB,

DIL> MaJKeI F@CeJ (DMF) JPJKeD @E US, Re>LCaKFIP AGGIFMaC

PIFceJJ =FI IEMeJK@>aK@FEaC NeN DIL> (IND), NeN DIL>

AGGC@caK@FE (NDA), AbbIeM@aKed NeN DIL> AGGC@caK@FE (ANDA),

SLGGCeDeEKaC NeN DIL> AGGC@caK@FE (SNDA); Re>LCaKFIP

IeHL@IeDeEKJ =FI OIG?aE dIL>J aEd CFDb@EaK@FE PIFdLcKJ,

C?aE>eJ KF aE aGGIFMed NDA / ANDA. Re>LCaKFIP cFEJ@deIaK@FEJ

=FI DaEL=acKLI@E>, GacBa>@E> aEd CabeC@E> F= G?aIDaceLK@caCJ @E

USA. Le>@JCaK@FE aEd Ie>LCaK@FEJ =FI @DGFIK, DaEL=acKLIe,

d@JKI@bLK@FE aEd JaCe F= cFJDeK@cJ @E USA aEd CaEada.
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2 European Union & Australia: OI>aE@QaK@FE aEd JKILcKLIe F= EMA
& EDQM, GeEeIaC >L@deC@EeJ, AcK@Me SLbJKaEce MaJKeI F@CeJ

(ASMF) JPJKeD @E EU, CFEKeEK aEd aGGIFMaC GIFceJJ F= IMPD,

MaIBeK@E> ALK?FI@ aK@FE G cedLIeJ @E EU (CeEKIaC@Qed GIFcedLIe,
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DeceEKIaC@Qed GIFcedLIe, MLKLaC IecF>E@K@FE GI cedLIe aEd

NaK@FEaC PIFcedLIe). Re>LCaKFIP cFEJ@deIaK@FEJ =FI DaEL=acKLI@E>,

GacBa>@E> aEd CabeC@E> F= G?aIDaceLK@caCJ @E EU, ELdIaCeO

d@IecK@MeJ =F ?LDaE Ded@c@EeJ, VaI@aK@FEJ & eOKeEJ@FEJ,

CFDGC@aEce F= ELIFGeaE P?aIDacFGFe@a (CEP)/ CeIK@=@caKe F=

SL@Kab@C@KP (CFS), MaIBeK@E> ALK?FI aK@FE (MA) KIaEJ=eIJ, QLaC@=@ed

PeIJFE (QP) @E EU. Le>@JCaK@FE aEd Ie>LCaK@FEJ =FI @DGFIK,

DaEL=acKLIe, d@JKI@bLK@FE aEd JaCe F= cFJDeK@cJ @E ELIFGeaE

UE@FE & ALJKIaC@a.

3 Japan: OI>aE@QaK@FE F= K?e PMDA, P?aIDaceLK@caC LaNJ aEd

Ie>LCaK@FEJ, KPGeJ F= Ie>@JKIaK@FE aGGC@caK@FEJ, DMF JPJKeD @E

JaGaE, dIL> Ie>LCaKFIP aGGI aC GIFceJJ, Re>LCaKFIP

cFEJ@deIaK@FEJ =FI DaEL=acKLI@E>, GacBa>@E> aEd CabeC@E> F=

G?aIDaceLK@caCJ @E JaGaE, PFJK DaIBeK@E> JLIMe@CCaEce @E JaGaE.

Le>@JCaK@FE aEd Ie>LCaK@FEJ =FI @DGFIK, DaEL=acKLIe, d@JKI@bLK@FE

aEd JaCe F= cFJDeK@cJ @E JaGaE
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4 Emerging Market: IEKIFdLcK@FE, CFLEKI@eJ cFMeIed, SKLdP F= K?e

NFICd DaG,JKLdP F= MaI@FLJ cFDD@KKeeJ acIFJJ K?e >CFbe (ASEAN,

APEC, EAC, GCC, PANDRH, SADC)

WHO: WHO, GMP, Re>LCaKFIP ReHL@IeDeEKJ =FI Ie>@JKIaK@FE F=

dIL>J aEd GFJK aGGIFMaC IeHL@IeDeEKJ @E WHO K?IFL>?

GIeHLaC@=@caK@FE GIF>IaDDe, CeIK@=@caKe F= P?aIDaceLK@caC PIFdLcK

(CFPP) - GeEeIaC aEd CFLEKIP SGec@=@c (SFLK? A=I@ca, E>PGK,

AC>eI@a aEd MFIFccF, N@>eI@a, KeEPa aEd BFKJNaEa)
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5 Brazil, ASEAN, CIS and GCC Countries:
ASIAN Countries: IEKIFdLcK@FE KF ACTD, Re>LCaKFIP

ReHL@IeDeEKJ =FI Ie>@JKIaK@FE F= dIL>J aEd GFJK aGGIFMaC

IeHL@IeDeEKJ @E C?@Ea aEd SFLK? KFIea & AJJFc@aK@FE F=

SFLK?eaJK AJ@aE NaK@FEJ (ASEAN) Re>@FE @.e. V@eKEaD, MaCaPJ@a,

P?@C@GG@EeJ, S@E>aGFIe aEd T?a@CaEd.

CIS (Commonwealth Independent States): Re>LCaKFIP GIe-

IeHL@J@KeJ IeCaKed KF MaIBeK@E> aLK?FI aK@FE IeHL@IeDeEKJ =FI

dIL>J aEd GFJK aGGIFMaC IeHL@IeDeEKJ @E CIS cFLEKI@eJ @.e.

RLJJ@a, KaQaB?JKaE aEd UBIa@Ee GCC (GLC= CFFGeIaK@FE CFLEc@C)

=FI AIab JKaKeJ: Re>LCaKFIP GIe-IeHL@J@KeJ IeCaKed KF MaIBeK@E>

aLK?FI@QaK@FE IeHL@IeDeEKJ =FI dIL>J aEd GFJK aGGIFMaC

IeHL@IeDeEKJ @E SaLd@ AIab@a aEd UAE

Le>@JCaK@FE aEd Ie>LCaK@FEJ =FI @DGFIK, DaEL=acKLIe, d@JKI@bLK@FE

aEd JaCe F= cFJDeK@cJ @E BIaQ@C, ASEAN, CIS aEd GCC CFLEKI@eJ.
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REGULATORY ASPECTS OF HERBAL AND BIOLOGICALS
(MRA 202T)

Scope

T?@J cFLIJe @J deJ@>Eed   KF @D aIK =LEdaDeEKaC BEFNCed>e FE Re>LCaKFIP

ReHL@IeDeEKJ, L@ceEJ@E> aEd Re>@JKIaK@FE, Re>LCaK@FE FE LabeCC@E> F= B@FCF>@cJ

@E IEd@a, USA aEd ELIFGe
IK GIeGaIeJ K?e JKLdeEKJ KF CeaIE @E deKa@C FE Re>LCaKFIP ReHL@IeDeEKJ =FI

b@FCF>@cJ, Vacc@EeJ aEd BCFFd PIFdLcKJ

Objectives

UGFE K?e cFDGCeK@FE F= K?e cFLIJe K?e JK deEK J?aCC be abCe KF :
• KEFN K?e Ie>LCaKFIP ReHL@IeDeEKJ =FI B@FCF>@cJ aEd Vacc@EeJ

• UEdeIJKaEd K?e Ie>LCaK@FE =FI EeNCP deMeCFGed b@FCF>@cJ aEd

b@FJ@D@CaIJ

• KEFN K?e GIe-cC@E@caC aEd cC@E@caC deMeCFGDeEK cFEJ@deIaK@FEJ F=

b@FCF>@cJ
• UEdeIJKaEd K?e Re>LCaKFIP ReHL@IeDeEKJ F= BCFFd   aEd/FI IKJ

CFDGFEeEKJ IEcCLd@E> BCFFd PIFdLcKJ aEd CabeC IeHL@IeDeEKJ

Theory 60 Hrs

1. India : IEKIFdLcK@FE, AGGC@cabCe Re>LCaK@FEJ aEd GL@deC@EeJ ,

PI@Ec@GCeJ =FI DeMeCFGDeEK F= S@D@CaI B@FCF>@cJ, DaKa

ReHL@IeDeEKJ =FI PIecC@E@caC SKLd@eJ, DaKa ReHL@IeDeEKJ =FI

CC@E@caC TI@aC AGGC@caK@FE, DaKa ReHL@IeDeEKJ =FI MaIBeK

ALK?FI@QaK@FE AGGC@caK@FE, PFJK-MaIBeK DaKa =FI S@D@CaI B@FCF>@cJ,

P?aIDacFM@>@CaEce. GMP aEd GDP.
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2 USA: IEKIFdLcK@FE KF B@FCF>@cJ; b@FCF>@cJ, b@FCF> caC aEd

b@FJ@D aIJ, d@==eIeEK b@FCF>@caC GIFdLcKJ, d@==eIeEce beKNeeE

>eEeI@c dIL> aEd b@FJ@D@ aIJ, CaNJ, Ie>LCaK@FEJ aEd >L@daEce FE

b@FCF>@cJ/ b@FJ@D@CaIJ, deMeCFGDeEK aEd aGGIFMaC F= b@FCF>@cJ aEd

b@FJ@D@CaIJ (IND, PMA, BLA, NDA, 510(B), GIe-cC@E@caC aEd cC@E@caC

deMeCFGDeEK cFEJ@deIaK@FEJ, adMeIK@J@E>, CabeCC@E aEd GacB@E> F=

b@FCF>@cJ
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3 European Union: IEKIFdLcK@FE K B@FCF>@cJ; d@IecK@MeJ, Jc@eEK@=@c

>L@deC@EeJ aEd >L@daEce IeCaKed KF b@FCF> cJ @E EU, cFDGaIab@C@KP/

b@FJ@D aI@KP aJJeJJDeEK, PCaJDa DaJKeI =@Ce, TSE/ BSE

eMaCLaK@FE, deMeCFGDeEK aEd Ie>LCaKFIP aGGIFMaC   F= b@FCF>@cJ

(IEMeJK@>aK@FEaC Ded@c@EaC GIFdLcKJ aEd b@FJ@D@CaIJ), GIe-cC@E@caC
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aEd cC@E caC deMeCFGDeEK cFEJ@deIaK@FEJ; JKab@C@KP, Ja=eKP,

adMeIK@J@E>, CabeCC@E> aEd GacB@E> F b@FCF> cJ @E EU

4 Vaccine regulations in India, US and European Union: CC@E@caC

eMaCLaK@FE, MaIBeK@E> aLK?FI@JaK@FE, Re>@JKIaK@FE FI C@ceEJ@E>,

QLaC@KP aJJeJJDeEK, P?aIDacFM@>@CaEce, Add@K@FEaC IeHL@IeDeEKJ

BCFFd aEd BCFFd PIFdLcKJ Re>LCaK@FEJ @E IEd@a, US aEd ELIFGeaE

UE@FE: Re>LCaKFIP ReHL@IeDeEKJ F= BCFFd aEd/FI IKJ CFDGFEeEKJ

IEcCLd@E> BCFFd PIFdLcKJ, LabeC ReHL@IeDeEKJ, ISBT

(IEKeIEaK@FEaC SFc@eKP F= BCFFd TIaEJ=LJ@FE) aEd IHN (IEKeIEaK@FEaC

HaeDFM@>@CeEce NeKNFIB)
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5 Herbal Products: QLaC@KP, Ja=eKP aEd Ce>@JCaK@FE =FI ?eIbaC

GIFdLcKJ @E IEd@a, USA aEd ELIFGeaE UE@FE.
12
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REGULATORY ASPECTS OF MEDICAL DEVICES
(MRA 203T)

Scope

T?@J cFLIJe @J deJ@>Eed KF @DGaIK K?e =LEdaDeEKaC BEFNCed>e FE K?e Ded@caC

deM@ceJ aEd in vitro d@a>EFJK@cJ, baJ@J F= cCaJJ@=@caK@FE aEd GIFdLcK C@=e cPcCe F=

Ded@caC deM@ceJ, Ie>LCaKFIP IeHL@IeDeEKJ =FI aGGIFMaC F= Ded@caC deM@ceJ @E

Ie>LCaKed cFLEKI@eJ C@Be US, EU aEd AJ@aE cFLEKI@eJ aCFE> N@K? WHO

Ie>LCaK@FEJ. IK GIeGaIeJ K?e JKLdeEKJ KF CeaIE @E deKa@C FE K?e ?aIDFE@QaK@FE

@E@K@aK@MeJ, HLaC@KP aEd eK?@caC cFEJ@deIaK@FEJ, Ie>LCaKFIP aEd dFcLDeEKaK@FE

IeHL@IeDeEKJ =FI DaIBeK@E> Ded@caC deM@ceJ aEd IVDJ @E Ie>LCaKed cFLEKI@eJ.

Objectives

UGFE cFDGCeK@FE F= K?e cFLIJe, K?e JK deEK J?aCC be abCe KF BEFN

• baJ@cJ F= Ded@caC deM@ceJ aEd IVDJ, GIFceJJ F= deMeCFGDeEK, eK?@caC

aEd HLaC@KP cFEJ@deIaK@FEJ

• ?aIDFE@QaK@FE @E@K@aK@MeJ =FI aGGIFMaC aEd DaIBeK@E> F= Ded@caC deM@ceJ

aEd IVDJ

• Ie>LCaKFIP aGGIFMaC GIFceJJ =FI Ded@caC deM@ceJ aEd IVDJ @E IEd@a, US,

CaEada, EU, JaGaE aEd ASEAN
• cC@E@caC eMaCLaK@FE aEd @EMeJK@>aK@FE F= Ded@caC deM@ceJ aEd IVDJ

Theory 60 Hrs

1. Medical Devices: IEKIFdLcK@FE, De=@E@K@FE, R@JB baJed

cCaJJ@=@caK@FE aEd EJJeEK@aC PI@Ec@GCeJ F= Med@caC DeM@ceJ aEd

IVDJ. D@==eIeEK@aK@E> Ded@caC deM@ceJ IVDJ aEd CFDb@EaK@FE

PIFdLcKJ =IFD K aK F= G?aIDaceLK@caCJ, H@JKFIP F= Med@caC DeM@ce

Re>LCaK@FE, PIFdLcK L@=ecPcCe F= Med@caC DeM@ceJ aEd

CCaJJ@=@caK@FE F= Med@caC DeM@ceJ.
IMDRF/GHTF: IEKIFdLcK@FE, OI>aE@QaK@FEaC SKILcKLIe, PLIGFJe

aEd FLEcK@FEJ, Re>LCaKFIP GL@deC@EeJ, WFIB@E> GIFLGJ,

SLDDaIP Tec?E@caC DFcLDeEK (STED), GCFbaC Med@caC DeM@ce

NFDeEcCaKLIe (GMDN).

2 Ethics: CC@E@caC IEMeJK@>aK@FE F= Med@caC DeM@ceJ, CC@E@caC

IEMeJK@>aK@FE PCaE =FI Med@caC DeM@ceJ, GFFd CC@E@caC PIacK@ce =FI

CC@E@caC IEMeJK@>aK@FE F= Ded@caC deM@ceJ (ISO 14155:2011)

Quality: Quality System Regulations of Medical Devices: ISO

13485, QLaC@KP R@JB MaEa>eDeEK F= Med@caC DeM@ceJ: ISO

14971, VaC@daK@FE aEd VeI@=@caK@FE F= Med@caC deM@ce, AdMeIJe

EMeEK ReGFIK@E> F= Med@caC deM@ce
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3 USA: IEKIFdLcK@FE, CCaJJ@=@caK@FE, Re>LCaKFIP aGGIFMaC GIFceJJ =FI

Med@caC DeM@ceJ (510B) PIeDaIBeK NFK@=@caK@FE, PIe-MaIBeK

AGGIFMaC (PMA), IEMeJK@>aK@FEaC DeM@ce EOeDGK@FE (IDE) aEd In
vitro D@a>EFJK@cJ, QLaC@KP SPJKeD ReHL@IeDeEKJ 21 CFR PaIK 820,

LabeC@E> IeHL@IeDeEKJ 21 CFR PaIK 801, PFJK DaIBeK@E>

JLIMe@CCaEce F= MD aEd UE@HLe DeM@ce IdeEK@=@caK@FE (UDI). BaJ@cJ

F= In vitro d@a>EFJK@cJ, cCaJJ@=@caK@FE aEd aGGIFMaC GIFceJJ.
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4 European Union: IEKIFdLcK@FE, CCaJJ@=@caK@FE, Re>LCaKFIP

aGGIFMaC GIFceJJ =FI Med@caC DeM@ceJ

(Med@caC DeM@ce D@IecK@Me, AcK@Me IDGCaEKabCe Med@caC DeM@ce

D@IecK@Me) aEd In vitro D@a>EFJK@cJ (In Vitro D@a>EFJK@cJ D@IecK@Me),

CE ceIK@=@caK@FE GIFceJJ.
BaJ@cJ F= In vitro d@a>EFJK@cJ, cCaJJ@=@caK@FE aEd aGGIFMaC GIFceJJ.

12
HIJ

5 ASEAN, China & Japan: Med@caC DeM@ceJ aEd IVDJ, Re>LCaKFIP

Ie>@JKIaK@FE G cedLIeJ, QLaC@KP SPJKeD IeHL@IeDeEKJ aEd cC@E@caC

eMaCLaK@FE aEd @EMeJK@>aK@FE.
IMDRF JKLdP >IF aEd >L@daEce dFcLDeEKJ.

12
HIJ

REFERENCES
1. FDA Ie>LCaKFIP a==a@IJ: a >L@de =FI GIeJcI@GK@FE dIL>J, Ded@caC deM@ceJ, aEd

b@FCF>@cJ bP DFL>CaJ J. P@JaEF, DaM@d MaEKLJ.

2. Med@caC DeM@ce DeMeCFGDeEK: A Re>LCaKFIP OMeIM@eN bP JFEaK?aE S.

Ka?aE

3. Med@caC PIFdLcK Re>LCaKFIP A==a@IJ: P?aIDaceLK@caCJ, D@a>EFJK@cJ, Med@caC

DeM@ceJ bP JF?E J. TFb@E aEd GaIP WaCJ?

4. CFDGC@aEce HaEdbFFB =FI P?aIDaceLK@caCJ, Med@caC DeM@ceJ aEd

B@FCF>@cJ bP CaIDeE Med@Ea

5. CFLEKIP SGec@=@c GL@deC@EeJ =IFD F==@c@aC NebJ@KeJ.
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Scope

T?@J cFLIJe @J deJ@>Eed KF @DGaIK K?e =LEdaDeEKaC BEFNCed>e FE Re>LCaKFIP

ReHL@IeDeEKJ, Re>@JKIaK@FE aEd LabeC@E> Re>LCaK@FEJ F= NLKIaceLK@caCJ @E IEd@a,

USA aEd ELIFGe.
IK GIeGaIeJ K?e JKLdeEKJ KF CeaIE @E deKa@C FE Re>LCaKFIP AJGecKJ =FI

ELKIaceLK@caCJ aEd =FFd JLGGCeDeEKJ.

Objectives

UGFE cFDGCeK@FE F= K?e cFLIJe, K?e JKLdeEK J?aCC be abCe KF
• KEFN K?e Ie>LCaKFIP ReHL@IeDeEKJ =FI ELKIaceLK@caCJ

• UEdeIJKaEd K?e Ie>LCaK@FE =FI Ie>@JKIaK@FE aEd CabeC@E> F= ELKIaceLK@caCJ

aEd =FFd JLGGCeDeEKJ @E IEd@a, USA aEd ELIFGe.

Theory 60 Hrs
1. Nutraceuticals: IEKIFdLcK@FE, H@JKFIP F= FFFd aEd NLKIaceLK@caC

Re>LCaK@FEJ, MeaE@E> F= NLKIaceLK@caCJ, D@eKaIP SLGGCeDeEKJ,

FLEcK@FEaC FFFdJ, Med@caC FFFdJ, ScFGe aEd OGGFIKLE@K eJ @E

NLKIaceLK@caC MaIBeK.

12
HIJ

2 Global Aspects: WHO >L@deC@EeJ FE ELKI@K@FE. NSF IEKeIEaK@FEaC:

IKJ RFCe @E K?e D@eKaIP SLGGCeDeEKJ aEd NLKIaceLK@caCJ IEdLJKI@eJ,

NSF CeIK@=@caK@FE, NSF SKaEdaIdJ =FI FFFd AEd D@eKaIP

SLGGCeDeEKJ. GFFd MaEL=acKLI@E> PIacK@ceJ =FI NLKIaceLK@caCJ.

12
HIJ

3 India   : FFFd Sa=eKP aEd SKaEdaIdJ AcK, FFFd Sa=eKP aEd

SKaEdaIdJ ALK?FI@KP F= IEd@a: OI>aE@QaK@FE aEd FLEcK@FEJ,

Re>LCaK@FEJ =FI @DGFIK, DaEL=acKLIe aEd JaCe F= ELKIaceLK@caC

GIFdLcKJ @E IEd@a, RecFDDeEded D@eKaIP ACCFNaEceJ (RDA) @E

IEd@a.

12
HIJ

4 USA: US FDA FFFd Sa=eKP MFdeIE@QaK@FE AcK, D@eKaIP

SLGGCeDeEK HeaCK? aEd EdLcaK@FE AcK. U.S. Ie>LCaK@FEJ =FI

DaEL=acKLIe aEd JaCe F= ELKIaceLK@caCJ aEd d@eKaIP JLGGCeDeEKJ,

LabeCC@E> ReHL@IeDeEKJ aEd LabeC CCa@DJ =FI D@eKaIP

SLGGCeDeEKJ, RecFDDeEded D@eKaIP ACCFNaEceJ (RDA) @E K?e

U.S

12
HIJ
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5 European Union: ELIFGeaE FFFd Sa=eKP ALK?FI@K (EFSA):

OI>aE@QaK@FE aEd FLEcK@FEJ. EU D@IecK@MeJ aEd Ie>LCaK@FEJ =FI

DaEL=acKLIe aEd JaCe F= ELKIaceLK@caCJ aEd d@eKaIP JLGGCeDeEKJ.

NLKI@K@FE CabeCC@E>. ELIFGeaE Re>LCaK@FE FE NFMeC FFFdJ aEd

NFMeC FFFd IE>Ied@eEKJ. RecFDDeEded D@eKaIP ACCFNaEceJ

(RDA) @E ELIFGe.

12
HIJ

REFERENCES
1. Re>LCaK@FE F= FLEcK@FEaC FFFdJ aEd NLKIaceLK@caCJ: A GCFbaC PeIJGecK@Me

bP CCaIe M. HaJCeI (W@CeP OEC@Ee L@bIaIP)

2. NLKIaceLK@caC aEd FLEcK@FEaC FFFd Re>LCaK@FEJ @E K?e UE@Ked SKaKeJ aEd

AIFLEd K?e WFICd bP DebaJ@J Ba>c?@ (AcadeD@c PIeJJ, ECJeM@eI)

3. ?KKG://NNN.N?F.@EK/GLbC@caK@FEJ/>L@deC@EeJ/ELKI@K@FE/eE/

4. ?KKG://NNN.eLIFGaIC.eLIFGa.eL/Re>DaKa/eKLdeJ/STUD/2015/536324/IPOL_

STU(2015)536324_EN.Gd=

5. HaEdbFFB F= NLKIaceLK@caCJ bP YaJ?NaEK PaK?aB (CRC PIeJJ)

6. FFFd Re>LCaK@FE: LaN, Sc@eEce, PFC@cP aEd PIacK@ce bP NeaC D. FFIK@E

(W@CeP)

7. CFLEKIP SGec@=@c GL@deC@EeJ =IFD F==@c@aC NebJ@KeJ.
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REGULATORY AFFAIRS PRACTICAL - II
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1. CaJe JKLd@eJ FE
2. C?aE>e MaEa>eDeEK/ C?aE>e cFEKIFC. DeM@aK@FEJ

3. CFIIecK@Me & PIeMeEK@Me AcK@FEJ (CAPA)

4. DFcLDeEKaK@FE F= IaN DaKeI@aCJ aEaCPJ@J aJ GeI F==@c@aC DFEF>IaG?J

5. PIeGaIaK@FE F= aLd@K c?ecBC@JK =FI MaI@FLJ a>eEc@eJ

6. PIeGaIaK@FE F= JLbD@JJ@FE KF FDA LJ@E> eCTD JF=KNaIe

7. PIeGaIaK@FE F= JLbD@JJ@FE KF EMA LJ@E> eCTD JF=KNaIe

8. PIeGaIaK@FE F= JLbD@JJ@FE KF MHRA LJ@E> eCTD JF=KNaIe

9. PIeGaIaK@FE F= B@FCF>@cJ L@ceEJe AGGC@caK@FEJ (BLA)

10. PIeGaIaK@FE F= dFcLDeEKJ IeHL@Ied =FI Vacc@Ee PIFdLcK AGGIFMaC

11. CFDGaI@JFE cC@E@caC KI@aC aGGC@caK@FE IeHL@IeDeEKJ F= US, EU aEd

IEd@a F= B@FCF>@cJ

12. PIeGaIaK@FE F= C?ecBC@JK =FI Re>@JKIaK@FE F= BCFFd aEd BCFFd PIFdLcKJ

13. Re>@JKIaK@FE IeHL@IeDeEK cFDGaI@JFE JKLdP @E 5 eDeI>@E> DaIBeKJ

(WHO) aEd GIeGaI@E> c?ecB C@JK =FI DaIBeK aLK?FI@QaK@FE

14. Re>@JKIaK@FE IeHL@IeDeEK cFDGaI@JFE JKLdP @E eDeI>@E> DaIBeKJ

(BRICS) aEd GIeGaI@E> c?ecB C@JK =FI DaIBeK aLK?FI@QaK@FE

15. Re>@JKIaK@FE IeHL@IeDeEK cFDGaI@JFE JKLdP @E eDeI>@E> DaIBeKJ

(C?@Ea aEd SFLK? KFIea) aEd GIeGaI@E> c?ecB C@JK =FI DaIBeK

aLK?FI@QaK@FE

16. Re>@JKIaK@FE IeHL@IeDeEK cFDGaI@JFE JKLdP @E eDeI>@E> DaIBeKJ

(ASEAN) aEd GIeGaI@E> c?ecB C@JK =FI DaIBeK aLK?FI@QaK@FE

17. Re>@JKIaK@FE IeHL@IeDeEK cFDGaI@JFE JKLdP @E eDeI>@E> DaIBeKJ (GCC)

aEd GIeGaI@E> c?ecB C@JK =FI DaIBeK aLK?FI@QaK@FE

18. C?ecBC@JKJ =FI 510B aEd PMA =FI US DaIBeK

19. C?ecBC@JK =FI CE DaIB@E> =FI MaI@FLJ cCaJJeJ F= deM@ceJ =FI EU

20. STED AGGC@caK@FE =FI CCaJJ III DeM@ceJ

21. ALd@K C?ecBC@JK =FI Med@caC DeM@ce Fac@C@KP

22. CC@E@caC IEMeJK@>aK@FE PCaE =FI Med@caC DeM@ceJ
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