'D.PHARM 2'"° YEAR
DRUGS AND ;U P
COSMETIC ACT- =
(TED @ 2026-27

COMPLETE

-
-

§J CONCEPT

CLICK ON BANNER TO WATCH VIDEO


https://youtu.be/kqzFzHlH4iQ?si=iSJRvIFB0EXwmfl_

'(CHAPTER-3) =
& PART-1)»

‘DRUGS AND COSMETICS)
__ACTANDRULES




©

a.:@

—=={ vaLABUSIW)— =

4 A
INTRODUCTION.............. -

* Objectives, Definitions, Legal definitions of
schedules to the Act and Rules

* Import of drugs - Classes of drugs and
cosmetics prohibited from import,

* Import under license or permit.
N

~

" MANUFACTURE OF DRUGS ...

* Prohibition of manufacture and sale of certain drugs,

» Conditions for grant of license and conditions of
license for manufacture of drugs,

o Manufacture of drugs for test, examination and
analysis,
o manufacture of new drug, loan license and

repacking license.
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SALE OF DRUGS............. s

* Wholesale, Retail sale and
Restricted license,

* Records to be kept in a pharmacy

* Drugs Prohibited for manufacture and
sale in India

-
ADMINISTRATION OF THE

ACT AND RULES..................

* Drugs Technical Advisory Board,
Central Drugs Laboratory, Drugs
Consultative Committee,
Government analysts, licensing
authorities, controlling authorities,
Drug Inspectors.
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g INTRODUCTION)

Regulates the import,
manufacture, distribution,
and sale of drugs and
cosmetics in India.

Established systematic
legal control over the
quality and safety of
medicines and cosmetics.

| COSMETICS ACT, |

J

DRUGS AND COSMETICS ACT, 1940
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DRUGS AND COSMETICS ACT, 1940

2

Considered a major
milestone in the history
of drug legislation

in India.

Known as Act No.
23 of 1940.

Introduced on L\
5April1940and &£

enacted on 10 April 1940. g 4’ Y
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Regulates manufacture,
sale and distribution of
Ayurvedic, Siddha,
Unani and

Homeopathic drugs. 4

N

Ensures regular
inspection of licensed

‘Lf—\

AYUSH &

CONTROL

HOMEOPATHICJ '

P pharmacies and 0
] 5-' dispensaries by
TS\ Registered Drug
- Inspectors. r
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OBJECTIVES &

( DRUGS AND COSMETICS ACT, 1940 )

(_( ENGLISH )
A\

CONTROL OVER STANDARDS

To have control over the
standards of

drugs and cosmetics

by taking samples and
analyzing them at
approved test laboratories.

_/

SPECIAL PROVISIONSB
To provide special

provisions to regulate the
preparation, standardization
and storage of

biological and special

products.

J

QUALITY - SAFETY ¢ EFFICACY
PROTECTING PUBLIC HEALTH
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LABELLING & PACKINGl
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(68), ENGLISH ) DEFINITIONS 7‘

‘\g?g I Ayurvedic, Slddha

or Unani Drug
o

Medicine used for

® S diagnosis, treatment, s '&T 7S 1 gt # I o e,
J_| prevention, or control j}_' 3TER, AHAM 1 3501 & feig
v —| of diseases in humans v—| 350 & o arelt e

or animals.
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Prepared according

[ g
to formulas given in
the authoritative books
listed in the

\ First Schedule. /
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Central Licence
Approving Authority

@

® Drugs Controller General
of India (DCGI).

(DCGI)1

® Appointed by the ® &g WER gRI (g |
Central Government. Bife zarait &
e cdl 313‘113;'
® Approves and regulates APPROVED & REGULATED 3k fafg & faw

specified drugs. FOR PUBLIC HEALTH
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LEGAL DEFINITION OF DRUG |—

DRUG includes all medicines and
substances used internally or
externally for humans or animals
for the diagnosis, treatment,
mitigation, or prevention of
diseases or disorders.

S

/

Preparations applied on the
body to repel insects like
mosquitoes.

Substances (other than food)
intended to affect the structure
or function of the human body.

DRUG
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2+ Substances used to destroy
insects or vermin that cause
disease in humans or animals,
as notified by the

Central Government.

Components of drugs,
such as empty
gelatin capsules.

Medical devices used
internally or externally for
diagnosis, treatment, or
prevention of disease, as
notified by the Central

Government from time to time.
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4. ( EXAMPLES )

([ ENGLISH )

Intravenous solutions
(IV solutions)

~N

Gripe Water

\ ' F

4 9
é Distilled water

\ W

- -3

Gudakhu

- F

S , A
A Woodward’s

( COMMON ITEMS COVERED UNDER THE ACT )

DISTILLED

WATER

@




([ ENGLISH )

(  EXAMPLES )

( COMMON ITEMS COVERED UNDER THE ACT )

DISTILLED

-

i {  Intravenous solutions
L . (IV solutions)
(A

Distilled water
-
"

Gudakhu
\
=

Woodward’s

é Gripe Water
f

@ Sanitary products
-
r.

[Jsomoume (]| Boroline
\
1 Absorbent

cotton wool

Y

-

o

Roller bandages

&

Gauze
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evousi) (MISBRANDED DRUGS ) (=@

R if -

( A drug is considered MISBRANDED\

(
If the drug is
@ not labelled or purporting to

be labelled so as to render
it liable to be misleading to
a person as to its true
character or the nature of
its contents or its use.

N

4
If the drug is not labelled
with the required information
in @ manner prescribed
under the Act and Rules.
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@ If it s labelled with ] N\ f\ e el R fet
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Uimeusu] ADULTERATED DRUGS

A DRUG IS CONSIDERED ADULTERATED WHEN )

\

=G

If it is not of the strength,
1 quality or purity as required ﬁg’\g

under the prescribed standards.

(59
A’

If it has any contamination
by any foreign or other
harmful or objectionable matter

in excess of the prescribed standards.

o

000

If it has been so put or made as
3 to deceive or mislead as to its

strength, quality or purity.
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If it is sold under a name @ gfe 3o foeedt O 77 @ o= @
which is false or misleading ST &, Sif ot oft ®u &
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© eeush | [ SPURIOUS DRUGS | & (©)

7

\

A drug is considered SPURIOUS if -

@ If it is imported or T
manufactured for sale “
REAL

under a name that actually
belongs to some other drug.

DRUG
" a—

@ 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.

SPURIOLS|

DRUG
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SPURIOUS DRUG / Wﬁr@

3. Manufacturer name
shown, but the
person/company is

, . MFG BY -
FAKE co
fictitious or does not exist.

3. TdeT IT ek | b
feman &1 7 fean &, EBY
oehea e [Meco] (9
e — ’ )

4. Drug is wholly or
partly replaced by
another drug or
substance.
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3&%2@% R ﬂ
g%ﬁal C3

5 Claims to be made
by a manufacturer
who did not actually
make it.
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e LEGAL DEFINITIONS OF —
SCHEDULES TO THE ACT AND RULES L=

r‘( ENGLISH )
-

act | THE DRUGS AND
| QIA COSMETICS ACT

The Act includes
—— 2 SCHEDULES.

[ruLes |l THE DRUGS AND
@ COSMETICS RULES

The Rules contain

=—— 23 SCHEDULES.

\

\
@ Two Schedules in the Act and .
% / Twenty Three Schedules in the Rules. .




-8-6-6-6 PURPOSE
V== Provide detailed
- guidelines, standards
e and procedures for
v oV J drugs and cosmetics
' regulation.
o
4 @ %
ACT RULES TOTAL SCHEDULES FOCUS
2 SCHEDULES 18 PARTS 23 (IN RULES) et
fferfaas faaq IFgferat BaGT
2 syt 18 wp A i grferd, Turaarguf 3R




SCHEDULES TO THE ACT

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

4 a T ,
@ 1. Study Topic: < F | ——
.~/ Schedules to the Act DRUGS & | . &

7 /= | COSMETICs | 1o /i\

E ACT |

@ 2. Focus Section: | .. ™
~ 2 Schedules K,

3. Exam Important for
‘& p

!/ Pharmacist &
Jurisprudence

o

Drugs and Cosmetics Act Rules are divided into 18 parts (kpsc 2022)\
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SCHEDULES TO THE ACT (2 SCHEDULE)

Second Schedule / ﬁ?ﬁﬂaﬂ!{iﬁ

®

Second Schedule

——

Standards for

import, manufacture,

sale, stocking, and
storage of drugs

Important for
regulation and

quality control

~

J

~ - y . ¢ :  “r 5
[@ Key Focus: (gge) Import Manufacture e ‘ Sale ° Stocking ¢ Storage]




SCHEDULES TO THE ACT

— Drugs and Cosmetics Act Rules

[ 1! 99  Proforma for applicatio? f F 17’ T " o
A for licences, issue & (E/-{:\—\-/i A FATSHH AT,
' renewal, sending , ik STRIRRUT, TdI-1BR0T
'E’_' memoranda under

A the Act

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

Trick: A = Application

1 B 99  Rates of fee for
test/analysis by

Central or State
Drug Labs N

Trick: B = Bill (fees)

A
a
14 B1 99 Fee for test/analysis by
Pharmacopoeial Lab

for Indian Medicine / -
Egg Govt Analyst ol RYep
L Trick: B1 = BillNo.1 fe®: B1 = faa dav 1

Rules are divided into 18 parts (KPSC 2022) ‘ @ w18 v & fawnfSa €

< % Important schedules for quick revision % >

“Bll ”




SCHEDULES TO THE ACT

— Drugs and Cosmetics Act Rules

il h # i
k6 > 97 List of biological & \ 7 Y Iie T Ry 3@E)
C special products: import, r\\/‘{ N C B i
sale, distribution, : A : A1, ﬁiﬁﬂ,
e manufacture under g faa=or g fAmfor 8
— special provision - 99 graen
Trick: C = Cell products @?EC:CellproductsJ

Q‘C1” 3= fa9hy Iame)

(“ C1 99 List of other
special products &I gt fagy

unders ecial s
g
L Trick: C1=Cell +1 (others) | ~ 41 G —a fge: C1 = Cell +1 (others)
“D” Drugs exempted A —_ . s IaTd Haeft
from provisions .. : YraeHl 9 o6
for import P _ cand
L Trick: D = Door open (Exempt) - l R 5';5;,‘0;'0',,;,{(.;;5,};5{5

‘ Rules are divided into 18 parts (KPSC 2022) ‘ ‘ w18 vri & fawnfoa €

{ * Important schedules for quick revision * )




SCHEDULES TO THE ACT

(“F1 b

Part I - Vaccines;
Part II - Sera;
Part III - Diagnostic
agents of bacterial
origin

Trick: F1 = First defense
(vaccine/sera)

.

(“ FZ!!

Standards for
surgical dressings

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

Trick: F2 = First Aid
(dressings)

/“F3”

Standards for
sterilized umbilical

Trick: F3 Fresh
cord tape

Rules are divided into 18 parts (KPSC 2022)

.
" Soe,
o,
.
.
=
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,
s S R ]
—;‘f"'d .
" =g

ig‘
| g

g

= Drugs and Cosmetlcs Act Rules B

“ F1 ”

YT [ - dadi=; 1

"I 11 - R,
0T 111 - dF:RTe

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

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

F N

.

TIASoS
Jfafeipd oW
& AP

f¢@: F3 = Fresh

cord tape

Q* Important schedules for quick revision

@ forre 18 it & ferfora &

* )



SCHEDULES TO THE ACT

f“ FF”

-

Standards for
ophthalmic
preparations

Trick: FF = Focused on eyes }

[“G”

List of substances to
be used only under

medical supervision,
labelled accordingly

Trick: G = Guidance needed >

-
(“Hu

k

~

List of prescription
drugs

ot \Drugs and Cosmetics Act Rules
T i

Trick: H = Handwritten Rx y

& AP
ey
O
L f¢@: FF = Focused on eyes y
K G” ¥R )
qAaeruT # 39T

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

f¢e: G = Guidance needed )

g1 H )

Rfgpwr qaai
bl it

ﬁ'cﬁ: H = Handwritten Rx/

Rules are divided into 18 parts (KPSC 2022) l @ s 18 wen 7 fawfora €

% Important schedules for quick revision % >




SCHEDULES TO THE ACT

List of diseases a
drug may not claim to
prevent or cure

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

Trick: J = Jail claims

PN

Drugs exempted from
certain manufacturing
provisions

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

Trick: K = Kind exemption)

Good Laboratory
Practice (GLP) &
premises/equipment
requirements

— Drugs and Cosmetics Act Rul
Y A

es

[ “J " AN R R 1

a1 AHYT IT ITAR

I Tl B HPA
fe®: J = Jail claims b
Qe ga1g

@ K = Kind exemption
TS aaRed ifRE
(GLP) qar afeR/
JUBIUT ATILYBATY

e /

Rules are divided into 18 parts (KPSC 2022) ' @ w18 ywrm # fawrfSia %

{ % Important schedules for quick revision % )




SCHEDULES TO THE ACT

— Drugs and Cosmetics Act Rules

i 3 j\ 4 9 » N
6 M 9 GMP for factory N b M 7 gansi g B IR,
premises, plant & = % A e d 3901 b
I equipment for drugs !{ﬁh\ /g %& I f3rT GMP
......................................................... L é -y
Trick: M = Manufacture GMP é \\\ F i 3 fg@: M = Manufacture GMP
= J q ;\, e J
r 33 1 ‘/ r ”
Requirements for : w S
M 1 homoeopathic M 1 e

G CROGT LY
pe fé@: M1 = Mother tincture )
manufacture El?f NI BATY
T ers— S

Rules are divided into 18 parts (KPSC 2022) ‘ A 18 v 7 fawrfoia &

< % Important schedules for quick revision % >

z\
manufacture
Trick: M1 = Mother tincture)
N

N
[
i M 2 77 Requirements for
cosmetics

N




SCHEDULES TO THE ACT

(g 7 1
M 3 Requirements for
medical devices
=
; manufacture
oY)
B L isimiminsoiiivuiipiisiionoi

~N

%
-
6 N 3% Minimum equipment
for efficient pharmacy

E@ running

Trick: N = Necessary items

“ 0 77" standards for
disinfectant fluids

\

2
(1

B ‘
’ \‘\\
(\‘1),_ —
- £ ROOOOOCOCIOUTA . &
dﬂr‘/;

[
.

p,z}-"

— Drugs and Cosmetlcs Act Rules

“M3” ﬁ-qfwzﬁ

\
) ~

céi; GHHQHEEHWQ
fga;m:Machme (devicégj ;
P B
FgIeH &
E"@ 0 okien

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

f2as: 0 = Odor kil

Rules are divided into 18 parts (KPSC 2022) l @ fFag 18 v A fawfoa &

(* Important schedules for quick revision

* )




SCHEDULES TO THE ACT

— Drugs and Cosmetlcs Act Rules et

“P” zanieamy/

Aeh I3
L fé@: P = Period (shelf Iife)J

“ b
P Life period of drugs

Trick: P = Period (shelf life)
. o

r R
(11 9
P1 Pack sizes of drugs

@ Trick: P1 = Packet size

ﬁ“ P1 ” aaTaﬁ ¥

e HIsol
4 @ fé@: P1 = Packet size

&6 Q 79 Approved colours,

dyes & pigments wipd 31, 318
e I i : En L..g\ afemew
o/4/)  Trick: Q = Queen’s | - \F” fg: Q = Queen’s
makeup (colors) ) - L makeup (colors)
Rules are divided into 18 parts (KPSC 2022) ‘ w18 wmi o fawfsia &

< % Important schedules for quick revision % >




SCHEDULES TO THE ACT

F

@

(4 R”

Standards for
condoms &
contraceptives

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

Trick: R = Reproductive safety
J

N

C R1 - Standards for

&

medical devices
Trick: R1 = Replacement
(devices)

.

fnsu

Standards for
cosmetics

Trick: S = Skin

Drugs and Cosmetics Act Rules —
- A

i “R” ma‘m

& A
L f¢@: R = Reproductive safety

i &
19 b b
R1 Afswpd fearsayg
. & AH®
_v\_ ........................................................
\"={0} f&m: R1= Replacement
4 (devices) y
<
“S7 o

(cosmetics)

. & OF®
fes: S = Skin
(cosmetics) )

Rules are divided into 18 parts (KPSC 2022) ’ a9 18 yrn # fawnfoia &

< % Important schedules for quick revision >




SCHEDULES TO THE ACT

MG Prugs and C?smetics Act Rules =

-
GMP for !\/{{»\/3 66 T 95 3ﬂ'§5ﬁ$, R
Ayurvedic, Siddha, AN .
Unani medicines l- /

BCOOOOGOO

Trick: T =
Traditional medicine

o —-—

\
........................................ iw) ]’HHH'
—

” =

_
)
Manufacturing garait & fAmfor
records for drugs; 3feRE: F=T AT
raw material & >
analysis rmertirend
Trick: U = feem: U =

Usage records Usage records

F B

Rules are divided into 18 parts (KPSC 2022) i w18 i 7 fawifSia 8
< % Important schedules for quick revision % >




SCHEDULES TO THE ACT

A
i uwu

(m
@
\ GENEREQ ®

Drugs to be
marketed under
generic names only

— Drugs and Cosmetlcs Act Rules Du——

= 3 N
k& U1 73 Manufacturing [ U1 Y prafeamd
records for rafor s
cosmetics
Trick: U1 = Usage record eﬁ fgep: U1 = Usage record
(cosmetics) ) (cosmetics)
; .
Standards for &k v M R/ TTEed
patent/proprietary Y ¥
medicines sl
Trick: V = Verified @ fgep: V = Verified
proprietary ] proprietary )

Trick: W = Without
brand p,
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1. Describe the First Schedule and Second Schedule of

the Drugs and Cosmetics Act, 1940.
Ty e e A AR, 1940 FY TUH IeTHAT
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2. Define and differentiate between misbranded,
adulterated and spurious drugs.
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3. Explain the major objectives of the Drugs and

Cosmetics Act, 1940.
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4. Write a detailed note on the important Schedules under
the Drugs and Cosmetics Rules and explain their
nificance.
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5. Define “Drug” under the Drugs and Cosmetics Act and
mention the products included in this definition.
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