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| DRUGS AND COSMETICS ACT & RULES |

'S N
OBJECTIVES CE-0)
Objectives, Definitions, - - IR, GRHYTTY,
@ Legal definitions of r i @ siferfaay 3R fAaHT
schedules to the Act & ey & sidifa srqgfaal
L and Rules. ) /! = T L Pl BT GRETTT | 3
5 N 4 “ F .
/ - \ &
» _ MPORT OF DRUGS / | \ N\ ST T ST
- Classes of drugs and ,' DRUGS & | . 3T zﬁqqm
cosmetics prohibited [ ' [ , garafl 3R TeEl
- from imporF'z : COSMETICS 1R & Tt
" | LES | !
Import under license | ACT & RU | ASAY I1 A &
or permit. ' ' 3idTid AT |
& P | b % ®,
- < | { & &
o MANUFACTURE OF DRUGS : h : O zZgraf} &1 fA|for
=] e Prohibition of manufacture and sale | | = x : :
I of certain drugs. | \ r | I @E;ﬁ i ﬁqg R ﬁaﬁg Qﬁl
2 . | | e cdl By 5“3@9
e Conditions for grant of license and / ; h
BEB B ndgitions of license for : : BEE 0] iy 6 o
manufacture of drugs. \ / o TRteor, Gt 3R faveryur & ferw fAmfor
o Manufacture of drugs for test, 7 { Brrfor
examination and analysis. » TR W l . .
e Manufactureofnewdrug. | \(© ) [Jrm==—mmm—eme=== o A ARAY R HAfHT Ady |
e Loan license and repacking license.
% ), . J
[ @ SAFE DRUGS, STRONGER HEALTH — RIGHT DRUG, RIGHT USE @ ]
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| DRUGS AND COSMETICS ACT & RULES |

& N
> STUDY OF SCHEDULES Al BT ey
, - i“;%oé fcgedg"e Y| e caiRe, G H,
V) — ’ ’ ’ V) —
H1, K, P, M, N, ;:GJK'P"\I"'N'WX
L and X. J L e )
' B & : R
-\ SALE OF DRUGS 1 a3t ol fasht
| » Wholesale, Retail sale ,’ o A fashl, e fasht
‘ and Restricted license. 3k ufadfeq AL |
. Records to be kept o BN A @ 9 9
in a pharmacy 3feRg |
e e o e
in India. ferg I
- b, N J
990 MATINEET e
CQ‘) * Drugs Technical Advisory Board CQB ) % g daRed -
» Central Drugs Laboratory bacefag eid)
* Drugs Consultative Committee s 5 8
Government anal ’ aﬁﬁ? )
. ysts il
» Licensing authorities i :
« Controlling authorities . 193D BUREQN
L * Drug Inspectors ) L g1 Q@W 3
e B
9, SAFE DRUGS, STRONGER HEALTH — RIGHT DRUG, RIGHT USE 9
_ J
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DRUGS AND COSMETICS ACT, 1940
£J) INTRODUCTION »— .

D)

JK/ X S . y -_—
Regulates the irppo_rt, . ﬁ‘% N o9 qRd & ga3ii 3R yaneHi
@) > @) % s, o, e
cosmetics in India. [ — ] ~ :ﬁﬂ-{mﬁ? o
Established systematic v };:\‘W ------------- mmﬁaﬂ;m@ -----
legal control over the o8 T I T
quality and safety of 1940 = 2
medicines and cosmetics. S 1
Consideredamajor | R S J T™A &£ \&=&) | o~ . .
milestone in the history ? YR 3efe S &
of drug legislation gfder A 98 U Heaqui
in India. HieT BT YeeR HHT S 2
& Known as Act No. &\ 39 aifafray g
23 of 1940. =Y 23,1940 gsam 9
................................................ SICIEY G
Introd.uced on \ 5 3t 1940 F ISl
5 April 1940 and : = far T 3R 10 3
enacted on 10 April 1940. = . 1940 Y @] fobar |
N y N g
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Prevents entry of
spurious and
substandard drugs
into India.

Controls sale and

distribution through
. R trained and qualified
% personnel. ) —
ﬁm . DISTRIBUTION

Prohibits manufacture CONTROL

of substandard and
spurious drugs.

Regulates manufacture,
sale and distribution of
Ayurvedic, Siddha,

ENGLISH ng‘— OBJ ECTIVES —f @ 32 e

[5 Unaniand
\_ Homeopathic drugs. y, AYUSH & i
( Ensures regular N HOMEOPATHIC
inspection of licensed CONTROL Sy
«—| | pharmacies and °o— [ Thius
v . . Hlllll
] 227 | dispensaries by
Ly B Registered Drug
- ' Inspectors. _J C%

SAFE DRUGS | C(&O) PUBLIC HEALTH

@ QUALITY ASSURANCE

IMPORT
:: CONTROL

-
‘| it LAW & COMPLIANCE | Q) HEALTHY INDIA l ,

~N

CD
)

YRd H Thelt 3R
gfear garsii & uaer
&I AHAT| J

Faa uRfRd R A
el gRT garsif ol
e aiR freRor @t

faa e __

P
Zarsii & AT iR A
[GRIGIR

>
R, g, T R )
g garaii o Ao,
fasht 3R faazor &t
GRIEGKESI )
ioepat oY Frdtereet 2R
AT U BT 3R
feaiadt o1 Fafaa Adteron
gifgd s

PRODUCTION
CONTROL

PHARMACY
INSPECTION

—
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&5 OBJECTIVES

( DRUGS AND COSMETICS ACT, 1940

¥

i

ENGLISH

CONTROL OVER STANDARDS

To have control over the
standards of

drugs and cosmetics

by taking samples and
analyzing them at
approved test laboratories.

SPECIAL PROVISIONS

To provide special
provisions to regulate the

—

i 3 o

QUALITY « SAFETY « EFFICACY

PROTECTING PUBLIC HEALTH
Q T

LSAMPLE COLLECTION & TESTING J

Y y

— (&= )

"] 9 AT
) TR AR 3R 3R
<\ HT=dT UT gi&ror
TAITTATS] | ST hRIeh
& AEH! R AT =gEm)

\(

a9y urau=
) S iR fady sarel &

é preparation, standardization — (E N \ m' HAIHIHT 3R HIEoT

and storage of . / - @1 fafrafia v & fog

biological and special PRODUCTS ' =l|= fady uraem H=ATI
products. ) — =||= L

3 b = . - :
LABELLING & PACKING \ "4 e e — p* f AraferT ud afesn
To describe the manner of > STANS%%RRIﬂé‘;TIONJ L tAf,chk::g < fafa= g &Y garaif iR
labelling and packing < Tied gareEY &Y aate
of various classes of e <O 3R Ofese ot fafer
drugs and cosmetics. S | SAFE DRUGS « HEALTHY NATION | § | fftea @)
ENSURES QUALITY PROTECTS SCIENTIFIC TESTING % REGULATES BIOLOGICAL f— CLEAR LABELLING
& SAFETY PUBLIC HEALTH & ANALYSIS & SPECIAL PRODUCTS :@ & PACKING
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‘ ENGLISH

Ayurvedic, Siddha N
or Unani Drug
A

® Medicine used for diagnosis,
treatment, prevention, or control
of diseases in humans or animals.

® Prepared according to formulas
given in the authoritative books
\_ listed in the First Schedule. /

f/\ Central Licence )

| 45 | Approving Authority

oy @

@® Drugs Controller General of India
(DCGI).

® Appointed by the
Central Government.

® Approves and regulates
\ specified drugs.

DEFI

NITIONS < ra>

o -
Igdfes, fag ar )

® TS T s # WM & g,
3TER, AU a1 A= & forg
SR & A arelt sfufer |

® YW Yl # YAldg Ui
Tl & Al & FER dIR i
\ ﬁl?ﬁgl j
Saada )
3rgHIGA wifeiaeor
@
@ 3fiufd 7EIfigas, YRd (DCGI)|

® g WHR gRI Y|

o fAfée gareii & srgHieT 3k
faffam & fore Iweri | )

APPROVED & REGULATED
FOR PUBLIC HEALTH
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DRUG includes all medicines and

substances used internally or externally

) [ LEGAL DEFINITION OF DRUG |

“gdr” § aft yeR $t 3iNfEET iR
U A 8, St A ar uged

for humans or animals for the diagnosis, \¥/ 3iqifa a1 91eg ¥4 @ I & g,
t(eatment, mlFlgatlon, or prevention of JUTR, ¥ AT ﬂa;?ﬂq ¥ forw
L diseases or disorders. o L 39T H AU S 2
e N - (> N
A4 Preparations applied on the body /—\@ W E M Gﬁallllq GIT-? g_\? Q-‘E'a Y N
to repel insects like mosquitoes. D RUG B WA B bt g
ferg gt €l
. J INCLUDES J
Substances (other than food) 5 W"’f (@ qaaﬁ.ﬁ BIga)
intended to affect the structure mﬁﬁl:% Ad IRR B a;ma:” ai @
or function of the human body. R A S o ferg 3o
) o e 21 »
B .
Substances used to destroy insects Y yeref St Al ar gy & W1 Bam -
or vermin that cause disease in i Blel g1 gIHBRS Sfidl Bl T TR
humans or animals, as notified by & forg 3uanT fabe oma g, ST s &g
the Central Government. 4 WHR gRI AfeGfard fasan Siman 21 3
N .
Components of drugs, such as garafl & Uedm, o @relt
empty gelatin capsules. Steffed B | '
Y y
e e ] S ST \
or prever):tion of giseasé, as notifie'd %‘;ﬁ fl’ﬁﬂ a%ﬂl Gﬂ?f ¥ mm%ﬂ:_jmas o
by the Central Government from : 3 RPR
time to time. 4 L !lllﬂ-llllamallﬁl!ﬂﬁil B & ¥
~ s
@ SAFE DRUGS, STRONGER HEALTH - RIGHT DRUG, RIGHT USE @
\ .
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- (_ EXAMPLES )
(__Ra

( ENGLISH ) ( COMMON ITEMS COVERED UNDER THE ACT )

(i i ; T

i {  Intravenous solutions SCrd-Y Giegerd
- (IV solutions) L (3178 ft. Hicyger)
— > y

Distilled water fefess ater

! DISTILLED
) WATER b P

Gudakhu sy
> > <

A Woodward’s qeadd -

Gripe Water 5
- \ 4
> > <

@ Sanitary products dfaedt 3@
. g
Mysemeue (] Boroline IR
= i
Absorbent = v

L @ cotton wool L a
> >

@ Roller bandages AR d=o
o L —
- | <

@ Gauze LIS |
S

ENSURES SAFETY ¢ QUALITY « HYGIENE - PUBLIC HEALTH PROTECTION 4%]
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(&) enuis " MISBRANDED DRUGS | TR (X

N

J

| Adrug s considered MISBRANDED | 7@ gar B MISBRANDED w1 oI & |

J

-
O If the drug is coloured,
coated, powdered, or p
polished in such a way e
that damage is hidden or
it is made to look better | ‘
or more effective than it e

actually is.

@ |

If the drug is not labelled (& A

in the manner prescribed NO X
under the Act and Rules. | | ABEL
@ If the label, container, m

or any accompanying
material carries any

> 3
" N
statement, design, or il

device that makes a
false claim about the drug CURE

oris misleading inany way. \& — )

SAFE DRUGS, STRONGER HEALTH -
RIGHT DRUG, RIGHT USE
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EqENGLISH

ADULTERATED DRUGS | (;

N

= ] p—

If the drug, wholly or partly,
consists of any dirty, putrid,
or decomposed material.

( A DRUG IS CONSIDERED ADULTERATED WHEN J

e 3 Y

If the drug is manufactured,
packed, or stored under
insanitary conditions that
may make it harmful to health.

If it includes any poisonous,
deleterious, or injurious
substance that may

harm health.

R

If the drug contains a colour
other than the one prescribed
for colouring purposes.

Y

CHOI®

If the drug contains any
harmful or toxic substance
that may make it unsafe

for use.

e 4

@

If any substance has been
added to reduce the drug’s
quality, purity, or therapeutic
strength.

2

. 4
[ BAD DRUGS —3 RISK TO HEALTH]’

FEL;

PROTECT ENSURE MAINTAIN SAVE
HEALTH SAFETY QUALITY LIVES

5 Y

afe ga, g an ifres v9 4, 088§
@ ot it wEt-Treft ar faafea
L geref & &t 8l S 4
r gfe gar @1 fHafor, 3fFT a1 RO @ﬁ
@ e qRfeifeay & far mar |,
o9 g8 @ & o giFieRs ED‘:, '_’"
T @A X
aft za1 & #ré Fden, efERE 1
g1 JHE Uga™ arer ggref 3
af @, St weanan | 8.
i ggal Hohdl Bl | =
I S
af 7 & Aiffe 1 ¥ i @%
HIE g T (Fer) A mr g \O gV X
>
afe gar & #1% gfers ar fatar A
geref wfier &Y, St IuanT & forg ’@
" 3rgRfara g1 Hepart &1 | = ;
f gfg gar &t qura, B )
@ ot oifes 4 4 .09 & B
rs gerel fAeamar T 8|
e 2

L
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©

ENGLISH |

- SPURIOUS DRUGS

) [ ma

©)

[ A drug is considered SPURIOUS if -

Ueh &aT ! SPURIOUS HHET &raT § afe - ]

If it is imported or manufactured
for sale under a name that actually
belongs to some other drug.

4@

afe 9 fash & forg smanfaa ar
fAfeia fsar man 8 ot Oxft
a1 & A ¥, S IRad H fet
3= g1 BT AT & |

N

AN

o @

If it looks like or resembles another
drug in a way that can deceive
consumers, unless it is clearly and
visibly marked to show its true
nature and identity.

afe g fedt 3y gar St ezt
a1 fAerdt-Sedt &1, o Iuviant
B! YH 81 Gebal 8, 5Id e fob 3HP
el WY 3R UgaH B WE Y
J fafgaa 7 fosan mar g

NS

If the label or container shows
the name of a person or company
as the manufacturer, but that
person or company is fictitious
or does not exist.

€
S

&

gfe A a1 ek R fAwfar & v
¥ fadt afes ar sut @1 9m fear
8, Aifth ag aafs a1 But BIeafie
g ar Af&ca A T 8

N

If the drug is wholly or partly
replaced by some other drug
or substance.

\
PURIOUS|
DRUG
) /\’
Oy \‘9
TN

afe g1 Y G v a1 3ifes w9
J foedt 3 gar a7 yeref § gga
fear man 8

@ ® &

If the drug claims to be the product

of a manufacturer who has not
actually made it.

Ife a1 Wd &1 W fAgtar &1 3@
gardt 8, forg™ araa & 3 g9
R

L@ SAFE DRUGS, STRONGER HEALTH - RIGHT DRUG, RIGHT USE () ]
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> LEGAL DEFINITIONS OF y
=  SCHEDULES TO THE ACT AND RULES  L'=
_(__ENGLISH ) " :

I THE DRUGS AND
COSMETICS ACT

The Act includes
——'| 2 SCHEDULES.

ra

THE DRUGS AND
COSMETICS RULES

The Rules contain
| 23 SCHEDULES.

guidelines, standards
and procedures for
drugs and cosmetics
regulation.

PURPOSE
v Wl Provide detailed

.ﬁ FOCUS
@ SAFE, QUALITY &
EFFECTIVE PRODUCTS

ACT =1 RULES 0Oo  TOTAL SCHEDULES
2 SCHEDULES :=|| 18parts | Q4P 23 (IN RULES)
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SCHEDULES TO THE ACT

- Drugs and Cosmetics Act Rules -
(" Pharmaceutical Jurisprudence )

4

A | e S

4 . |
@ 1. Study Topic: .
7/ Schedules to the Act | DRUGS & | . 4
o7 )= | CosMETics | |/
@ 2. Focus Section: {
2 Schedules

3. Exam Important for

Pharmacist &

Jurisprudence
\ J

Drugs and Cosmetics Act Rules are divided into 18 parts (kpsc 2022) \

——
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I'llarmal:v Pharmacy )
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E Y

- ety W e
v B
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4 FR )
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SCHEDULES TO THE ACT (2 SCHEDULE)

— Qverview / 9RT +—

r &
First Schedule

® List of reference books for
Ayurvedic, Siddha &
Unani medicines

® Ayurveda - 57 |
Siddha - 30 |
Unani - 13

» Used for formulations
as per Act

.

< (' [ Reference: Raj. NHM 2011, 2014 ) (S
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SCHEDULES TO THE ACT (2 SCHEDULE)

Second Schedule / fgdta s
~ R . " A A
L W= |
Second Schedul Y bl ||
eﬂ chedule 1~ 17 Bhgess .iﬁﬂmaﬁiﬁﬁ

-k ’_\,:,S-Z COSMETICS
N Standards for N o S | ACT 1940 - . = <13l & 3T,
@5( import, manufacture, | s s & RULES '0- ﬁL\’\ '.I St i @5( fmtor, faes,

sale, stocking, and
storage of drugs

Important for
regulation and

quality control

[@ Key Focus: (ggg) Import Manufacture e ‘ Sale . Stocking ¢ Storage]
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SCHEDULES TO THE ACT

— Drugs and Cosmetics Act Rules

r i '8
4 99  Proforma for application (\/Jk\/? 17’ 94 .
for licences, issue & & g — m :'Hﬁaq,

renewal, sending

o memoranda under
S M
L Trick: A = Application

-
b B 99  Rates of fee for
test/analysis by

Central or State
D e
/

Trick: B = Bill (fees)

\
e
{1 B1 79 Fee for test/analysis by
Pharmacopoeial Lab

for Indian Medicine / &
Hgg Govt Analyst ol [ep
L Trick: B1 = BillNo.1 fe®: B1 = fqadsR1

Rules are divided into 18 parts (KPSC 2022) ' @ A 18 v A fasnfora €

< % Important schedules for quick revision Y >

“B1 7
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SCHEDULES TO THE ACT

— Drugs and Cosmetics Act Rules -

o

Trick: D = Door open (Exempy)
P P -

@ Y C 99 List ?f|bi°Izgiial & t Sifds g fady 3are!
special products: import, y &
sale, distribution, I -‘lliﬁ A1, ’
b manufacture under faa=or g fAmfor 8
v=]) specialprovision ICRLRICEIE]
! Trick: C = Cell products y fé@: C = Cell products r
4 .
b6 C1 99 List of other 3= fa9y 3arel
special products £ ﬁiﬂ P
under special S
provision qrq'q . m & sdad
" Trick: C1 = Cell +1 (others) 4 ﬁ?F: C1 = Cell +1 (others) )
( N . e R
ht D 79 Drugs exempted 3T Gaeft
from provisions grael 9 oo
for import 1Y

N

f2@: D = Door open (Exempt)J

Rules are divided into 18 parts (KPSC 2022) ’ w18 vrmi & fawnfora €

(%

Important schedules for quick revision * )
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SCHEDULES TO THE ACT

[“F1 9

Part I - Vaccines;
Part II - Sera;

Part III - Diagnostic
agents of bacterial
origin

Trick: F1 = First defense
(vaccine/sera)

f“an

Standards for
surgical dressings

--------------------------------------------------------

Trick: F2 = First Aid
(dressings)

/“ F3 79

Standards for
sterilized umbilical

Trick: F3 = Fresh
cord tape

Rules are divided into 18 parts (KPSC 2022)

— Drugs and Cosmetics Act Rules —

T 4 E
66 99 U I - ddi;
,N\/'f;\\-/‘ F1 "I 11 - 9T,
o T 111 - 9 IRTa
' el & SIS

.......................................................

.......................................................

& AF®H

fgep: F3 = Fresh

cord tape

| ﬁﬁms

< % Important schedules for quick revision

* )

urit # fawrfora &
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SCHEDULES TO THE ACT

— Drugs and Cosmetics Act Rules
B PN i

’
G F F 77 Standards for s
>

ophthalmic o= *[ 7
Y A

r preparations {
........................................................ /N
Trick: FF = Focused on eyes 4

~N

_
-
b G 39 List of substances to
be used only under

@ medical supervision,
\E labelled accordingly

Trick: G = Guidance needed >
S

fé®: G = Guidance needed s

"
r N
o H Y Listof prescription . H 7 ffeser gansi

drugs B ‘fﬂ
Trick: H = Handwritten Rx ) ﬂ;"cﬁ: H = Handwritten Rx 4

Rules are divided into 18 parts (KPSC 2022) ‘ @ s 18 wrm # fawnfoa &

% Important schedules for quick revision % >
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SCHEDULES TO THE ACT

List of diseases a
drug may not claim to

prevent or cure

.......................................................

Trick: J = Jail claims

7
N

Drugs exempted from
certain manufacturing
provisions

.......................................................

Trick: K = Kind exemptionj

Good Laboratory
Practice (GLP) &
premises/equipment
requirements

— Drugs and Cosmetics Act Rul
A A

Trick: L = Lab rules

Rules are divided into 18 parts (KPSC 2022) ‘ @ a9 18 ¥ # faurfoia &

“J Y WA B G RAR N

&aT AHYT IT ITAR

P Tl B HPA
fe®: J = Jail claims ]
o fmfor oy
| I gar]

R K = Kind exemption
TS oeed ifRw
(GLP) dam ufeR/
3UBIUT ATTLYBATY

R /

< % Important schedules for quick revision *3
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SCHEDULES TO THE ACT

— Drugs and Cosmetics Act Rules

4 h I i : : ki
s M 39 GMP for factory . - b M 7 a3l gq Bl IR,
premises, p]!an’td & e T C;sq ie 9 30T &b
equipment for drugs f /
........ Shmiibrings A N @D feGMp
ick: = i % » —
| Trick: M ManufactureGMPj / ‘é \‘x / ,, 3 m L fé@®: M = Manufacture GMP/
i N ¢ , y s L v
b )9 Requirements for | : e, | 66 » Tl e s
M1 homoeopathic M1 i

e : |
& fé@: M1 = Mother tincture J
manufacture ol JALIHATY
Trick: M2 = Mirror (cosmetics)) f2a&: M2 = Mirror (cosmetics)/

Rules are divided into 18 parts (KPSC 2022) ’ = 18 v § fawrfoia &

< % Important schedules for quick revision ¥ >

Al A
manufacture *
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1. Explain the major objectives of the Drugs and

Cosmetics Act, 1940.
ﬁqﬁrwmmmﬁw 1940 & YHE 36621 F
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2. Define “Drug” under the Drugs and Cosmetics Act and
mention the products included in this definition.
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3. Define and differentiate between misbranded,
adulterated and spurious drugs.
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4. Describe the First Schedule and Second Schedule of

the Drugs and Cosmetics Act, 1940.
Y e e A R, 1940 FY TUH 3rTHET
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5. Write a detailed note on the important Schedules under
the Drugs and Cosmetics Rules and explain their

1ficance.
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