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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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MANUFACTURE OF DRUGS

— MEANING AND SCOPE —

N
@ ( WHAT IS “MANUFACTURE”? )

The term “manufacture”, in relation
to any drug or cosmetic, includes
any process or part of a process
involved in making, altering,
ornamenting, finishing, packing,
labeling, breaking up, or otherwise
treating or adapting a drug or
cosmetic for sale or distribution.
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MAKING ALTERING | | ORNAMENTING FINISHING PACKING
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However, it does not include

course of retail business.

/—®—[ DOES NOT INCLUDE %

compounding, dispensing, or packing
12 of drugs carried out in the normal

o O
\mm) \ggﬁg iq;mmm) N 3:?1;”4 ﬁgﬁ;ﬂé{q
. s
gTciiies, UE WA TeT AT & GRH
1 o aeh sttt & s (o), " =
frezor ar &fd @Y anfirer 8 @var 21 L
\_




" TYPES OF MANUFACTURING LICENCES mmmmﬁmm\
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.+ UNDER DRUGS AND COSMETICS ACT ~— — fomfor ATsdE & PR —
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DRUGS SPECIFIED IN
SCHEDULE X

BUT NOT IN
SCHEDULE C AND C,

-

DRUGS SPECIFIED IN
SCHEDULE C, C,,
AND X

DRUGS MANUFACTURED
FOR EXAMINATION,
TEST, OR ANALYSIS
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/AN, PROHIBITION OF MANUFACTURE & SALE OF CERTAIN DRUGS

o
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No sale of certain drugs

@ except for medicinal use.
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Except in cases notified by
the Central Government.
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~ No person shall take part
in any such manufacture.
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( No person shall take part

| in any such sale.
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DRUGS SHOULD NEVER BE
USED TO MEET ANY NEED
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DRUGS SHOULD BE USED
ONLY WHEN NEEDED

gar3il &1 ITANT bhael
AGIHdT B T P | y

-
DRUGS SHOULD ONLY BE
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PUBLIC HEALTH
ENSURE SAFE
MEDICINES &

Drugs or cosmetics

N
@\ violating the Drugs & ;>

EX Cosmetics Act

or Rules.
COSMETICS
\ T / > /7
VT &

Imported or S—
manufactured % \
drugs/cosmetics ;‘> No person shall
violating licence manufacture, sell, stock,
conditions or legal distribute, or offer for sale.
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=5 IMPORTANT NOTES | &
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( ENGLISH )
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L PERSONAL USE
@ m Keeping medicines for
personal or family

treatment is
not an offence.
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GOVERNMENT EXEMPTION

The Central Government
may permit the manufacture
or sale of certain

non-standard quality drugs
under special circumstances.
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E\ SOURCE DISCLOSURE

Sellers/distributors
(other than manufacturers
or distributors) must
provide the name, address,
and source details of the
supplier to the Drug Inspector
when required.
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@ " WHEN A DRUG/COSMETIC IS NOT CONSIDERED | [*=
" MISBRANDED, ADULTERATED, OR SUBSTANDARD | =
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UNLICENSED
PERSONAL MATTERS

Even for personal use, a
drug/cosmetic must be
licensed. Unlicensed possession
is a violation and

not permitted by law.

foar argd 9 A 3ugT
ZfhrTd IuAnT & feru off
2d1/prfes BT ASad BT
NG ¢ | fomm Arsdy wan
I Bl JecTe § 3R

S gRT 3rgafd 78 2| r

ﬁ@% NE?;

PUBLIC
HEALTH
PUBLIC
HEALTH

ENSURE SAFE MEDICINES & COSMETICS

e qangal 3R Braifeaw o gifad o

I R

PUBLIC HEALTH LEGAL COMPLIANCE SAFE MANUFACTURING
I TR i T S Sque | & DISTRIBUTION
Tfera fmfor sik faamor

OQO
CUD
PUBLIC TRUST
o fasamd

SAFE, EFFECTIVE

& QUALITY ASSURANCE

Tfera, wTdt oiR
T giAfead



" POWER OF CENTRAL GOVERNMENT
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kTO PROHIBIT MANUFACTURE AND SALE
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the drug does not

have the therapeutic
value claimed or
purported.

it contains ingredients
in such quantities
that lack therapeutic
justification.
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MANUFACTURE OF DRUGS

(Schedule C, C, & X)
"
ﬁ APPLICATION - FORM 27
| 27 Application for manufacturing
g: (Schedule C, C, & X) to
——J) the Licensing Authority.

p N iE
C  APPLICATION - FORM 278 | -
} FORM ek

978 | Application for manufacture
| — of loan license (C, C, & X) to
L___. the Licensing Authority.
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LICENCE - FORM 26

Licence for manufacture of
Schedule C, C, & X drugs.

LICENCE - FORM 27B

Licence for loan licence of
Schedule C, C, & X drugs.

. LICENSING FEES GIESAC] Yo
. (One time payment) (U dR YIIdH)
{ 10,000 (FORM 26) : ¥ 10,000 (BT 26)
: 2,000 (FORM 27B) : ¥ 2,000 (%iH 27B)

-

Aead - BIH 26

I C, C, 3R X
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dTsad - BId 27B
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MANUFACTURE

SAFE &
COMPLIANT

GRférd 3R srgurer

DISTRIBUTION

LEGAL &
AUTHORISED

SAFE
DRUG SUPPLY

I 3R 3ifegpd & gar 3mgfd
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APPLICATION - FORM 24

Application for manufacture

of drugs other than
Schedule C, C, & X.

N
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APPLICATION - FORM 24F |. sl PO .'_".;...-

8 Application for manufacture

of Schedule X drugs.

L

MANUFACTURE OF DRUGS Srerai a1 ferion
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LICENCE FORMS FIE@TH B
FORM | Drugs other than 3EET C, C, 3R X
@ 25 | ScheduleC,C,, &X 25 & 3TeTaT ATy
FORM T
25F Schedule X drugs ;ﬂ;g 3 X P gard
ongg New drug - C, C,, X ;;TI; 4t gar - C, C,, X
\_ y
é i 3 . @ g L ( \
. UDK* INSPECTION giﬁgggs ANNUAL FEE {d
? 350 “—C_@ 2100 F500 3100 (FORM 25) %
MANUFACTURE APPLICATION  LICENCE  COMPLIANCE (% 0.50) (% 1.00) (% 5.00)
ot : ; 3200 (FORM 25F) =
\ . y a . .
_______________ —| s
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CONDITIONS FOR GRANT OFJ . LICENCE

MANUFACTURING LICENCE

-

L

: v "
A firm must have a valid Licence from |,

the Licensing Authority in the State
where such firm intends to set up
its factory/ manufacturing unit.

£

.

2 Names (Pharmacist or Chemist)
1 full-time & 1 part-time Chemist

(with B.Sc. / M.Sc. with suitable quahflcatlons)
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1 B.Pharma / M.Pharma / Ph.D in ane e ) R _ dt.wrf / Twmf / g = 1
relevant discipline o | ; Heftra fawa
> St / T / dhgad =t ST > St / T / Road,
weifere fawa 3§ P A wafdra fwa # J
< ‘E‘ ) N
6 M.Sc. / M.Tech in relevant I 3 & g;_gﬂ%ﬁ / UH.2% 39 Hefed
discipline
@ > T/ T <& QUALIFIED TECHNICAL STAFF > G/ g e
J | AmR I qehidh Tk - L
@ Optional higher qualification ¢ ‘ ¢ 6 faoy fowg & dafes 3=
in special subject qrar
@»ﬁmﬁwﬁw 4 e N @»?iwﬁwﬁ%m
, — o - — SR r
= < QUALITY, SAFETY & P
Relevant training and experience, J STANDARD MANUFACTURING o I WHR gRT fAfde W
as specified by the State Government TOTeRT, REM 3R D e fdlaror iR srgva
8 %bgﬂ?mﬁﬁfﬁm e Gt aed 2 8 »ﬁm’?ﬁzmﬁﬁfemﬁm
S ] \_ J RIGUT 3R 379 )
QUALITY ASSURANCE SCIENTIFIC APPROACH GMP COMPLIANCE SAFE AND EFFECTIVE PUBLIC HEALTH TRUST & CONFIDENCE
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CONDITIONS FOR GRANT OF o
MANUFACTURING LICENCE &

-
4 N
00 VETERINARY DRUGS (Sch.C&C,):
) Qualified Veterinary / Science /
Medicine / Pharmacy graduate
+ 3 years' experience.
N ki y
FACTORY:
Must comply with

Schedule M / M-III.

v ARTOT TR e & a1 41




FACILITIES:

Adequate space,
equipment & staff.

QC LABORATORY:

Independent testing
laboratory with
qualified head.

I

| |

\

SEPARATE LICENCE:

Separate application
for each premises.

J




- R
@ STORAGE:

Proper storage
arrangements required.

. J

4 N

) | STABILITY DATA:
-’ - Required for unstable drugs;

expiry date based on data.

. b

-

PATENT / PROPRIETARY DRUGS:\:

Submit proof of therapeutic
ingredients and
justified claims.

J

QUALITY
WCK]I

COMPLIANCE
AT

SAFETY
&l

YSRUT:
3fa YeRT g
HGWTE 2

AN

lﬂl

STORAGE

fRrar ger:
ABR 137 & AU 3ma9ys;
ey fafd ge1 v amenial

J

Ude / @iffea g4
fRifcdta sraaal & wamor
3R gral &1 3fa e
T B |

J

RESPONSIBILITY
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VALIDITY OF

MANUFACTURING LICENCE

gir
20,

-
FORM

AN A licence issued in
28 / 28B

N

Form 28 or 28B
is valid for a period of
9 YEARS

from the date of issue.

If the renewal application

is submitted after expiry
~~ but within 6 MONTHS,
E along with additional fees,

the licence remains valid
until a decision is made.

MANUFACTURING
LICENCE

; | FORM 28/ 288

ey Y

Tﬁﬁh w1 28 77 288 & Y
28/ 28B | TTEHH I 3t fifdf &
—— | 5l & sl & fo
Sl O
p,
I o—g, o s )
U & 916 ol
gg”‘ 6 T & i, @
—— Hfdfod e & T S o
STt &, af 7o g de
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- Fr )

If the renewal application i TR 3G
is not submitted within 6 TEl P HiaX ST gl
6 MONTHS, the licence o Sirar g, at redy
is considered EXPIRED. THTE HET ST 21
J L »
ISSUE DATE VALID FOR EXPIRY DATE UP TO 6 MONTHS AFTER 6 MONTHS

GRACE PERIOD LICENCE EXPIRED

Licence valid until Licence is
decisionis made  considered expired




D.Pharma 2™ year

Bilingual Book (f&vret q&iah)

& | ¢ |
PHARMACOLOGY [P communiry pHARMACY | BIOCHEMISTRY

& MANAGEMENT & CLINICAL PATHOLOGY
wrAAIo Hare Wt s gaee
L ER20-22T
Domain 2 Dptomain 2
Pharmacy Pharmacy -
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PHARMACY & ETHICS
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CONDIIONSOF LICENCE

LICENCE
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3fda 3uar | 3fHd e

000
The licensee must CG]
maintain sufficient | syericient sarr | ADEQUATE
staff, premises, and W
equipment for proper ‘ i
manufacturing and @ r [ )
storage of drugs. L2 LA 2\
PROPER EQUIPMENT | PROPER STORAGE .
k[ FOR PROPER MANUFACTURING & STORAGE OF DRUGS J

(it  afera o e sfewor & forg ]/




f/\ E \ f E \
(12 ) Thelicensee s shall f‘ﬂz\ | @ SE i e k| ﬁ
maintain good and W) | & - W) | )\
wholesome quality X ; o :r:am :;:;ﬁ *g &
of the drugs MANURACTURNG | QUALITY “ famfor Torare R
manufactured, prcTices | CONTROL It 3R Yg s
Stored or SOId """""""""""" """"""""""" m:ﬂ .................... * ...........................
by him as to aﬁa:qﬁ 2
conform to the oocgyl | Q \ &l | Q
provisions of e 3R i & ooa ') |
the Act and the rules. | ADEQUATE PLANT | NOT AFFECTED e : e | 3 :
& MACHINERY | BY DIRT OR Q‘\vfﬂ 4-@ eI | v e | et 2 S
. MICROBES , IR | W e 7 8
| SOCIAL
QUALITY SAFETY COMPLIANCE .
\_ DELIVERS SAFE, QUALITY AND SOCIALLY BENEFICIAL /| S \gafaa, oI 3R GG ®U ¥ ATHGR 9919 y
0 @i k) CQOO @ ----cio--- * ‘é R B % @---meemna * @
- R
DRUGS MUST NOT BE NOT A RISK TO THE COMPLIES WITH NOT MISBRANDED SAFE & BENEFICIAL
INJURIOUS PUBLIC OR EMPLOYEE STANDARD QUALITY OR SPURIOUS WHEN PROPERLY USED
L 2 2 > -9 | 2 2 ] o - L s J
AT gIHBRS el Hrdsiie I1 BHATRAT HTeb Tora YTHS T SAYTHTIOIG 3fad 3uaN R Fefard
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“=1  CONDITIONS OF ,
Er‘gog MANUFACTURING LICENCE %& femtor argHw $t oad

' o ¢

E g .

) BH & I
OOO The firm must have 000
\ C@} sufficient technical staff. | C@} ) i
{ ! BH & UTH IUGerd

The firm must have
gﬁ suitable plant & ga wie 3R YT
S equipment. -~ g1 =iy

ﬁ Premises must be
oo n adequat'e, c!ean &
well maintained.

ll Qﬁmm,m
m 3R IS g @
; TEEG g1 A1fRu|

' N\ p
E System of quality control e_] i
["i—‘ must be adequate & 1= I IEI@'. S EIUIIE@{II
- @ properly maintained. s Rl b “as'ql
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SAFE I . QUALITY COMPLIANT ‘ TRUSTED
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~
1. COMPETENT PERSON

At least one competent

/4
‘@ technical person as per
Schedule Q. )

A Y4
1
[

AN

2. QUALIFIED PERSON w il
At least one qualified
person as per
Schedule R.

h" i

3. PROPER RECORDS

Maintain records as
per Schedule U.

& &

] L"L'J <

4. INSPECTION
License is subject to
inspection as per
Schedule V. )

9

COMPLIES WITH ALL REQUIREMENTS
QUALITY « SAFETY « COMPLIANCE

f [ ]
2 B ° HH U A1 ddbeilcl
\ e, FeEl Q & AR 3

N
1. Y Al Afeh

<
T2 2 @ af
\ |V 54 @ @ 57 1 g @,

v

FTAT R & SaR|

T, 3. R s
(S sstsday

3rfHeg W | >
= 4, fadeor h
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CONDITIONS OF I ﬁs’

v
N
*={2 MANUFACTURING LICENCE
€ A OO
p
°_‘ 1. ADEQUATE STORAGE J
as per Schedule H.
o
p
: 2. CONDUCT ANALYSIS, etc., ]F&' Sm—
7k in an in-house S8 MANUFACTURING BI&N
| @ laboratory. l LICENCE Qi3
- _;_ v/ QUALITY
g'?}? 3. MAINTAIN -
o=p prescribed records. S, At
N F
i "

4. MEET ALL
other requirements.

e | 1. i HER
Fh()| Schedule H % JgaR| )
o bl 5 g
A\ CO | ek
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8 g?_.y 3. fruffe Ravié
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\
Keep reference samples:

3 months after expiry

3 years (if no expiry) )

~

Submit quarterly
sales statement.

7 N

Store Schedule X

drugs securely.
>

N
Follow Good Manufacturing

Practices (Schedule M).
w

M SAFETY
M COMPLIANCE
7 RESPONSIBILITY (CCREAR (R

QUALITY - SAFETY L
COMPLIANCE

I & 915 3 HIE dB
(uﬁmﬁfaqa)maa;
~N
T fauamet §
faerg fdavor (Sales Statement)
TEJd B | y
AT X Bl Ga13 B
Qefera w9 § 42iRd o |
e v
N
L (3 M) BT UTer |




E[;l MANUFACTURE FOR
—~ EXAMINATION, TEST

— & ANALYSIS
°
4 kR
B Form 29 - Licence to
FORM 5
manufacture small quantities
for examination, test or analysis. | |

0

TNET, T T (S

Applies to drugs other than
Schedule C, C,,& X and
Schedule C & C, drugs

J I
~

without a manufacturing licence.
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B 29 - wdem, g
g1 faveiyur & foro @It A o
fmior e &1 A | )

—~
T a1l R A gl & o
35g C, C,, 3R X & o
§ a1 1egw C 3R C, #i g
<t for o fomfon el 74 21
y




Unsafe drugs:

NOC from Central
Licensing Authority

required.
g J

o[ [>w

De
Do
o

N
Application must be

signed/countersigned
by the Head of Institution/

Director.
y

.
Validity:

1 year.
J

r QC';I

N
Same labelling required
if supplied to »
another

manufacturer.
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FOR EXAMINATION,

TEST OR ANALYSIS

ABC PHARMA LAB
HYDERABAD, INDIA

Paracetamol
Ref. No.: PA-001
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name & address

Scientific name /
Reference number
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CONDITIONS OF
@ FORM 29 LICENCE

~

| Use only for ; '
—,. examination, test | /*4 FORM 29 | 20
23 \O| or analysis. SLL N LICENCE FOR MANUFACTURE | [0 L % foru Swm
RAWA  rorexamnarion, | FEEEANE

TESTORANALYSIS [ N

v, Allow Inspector ==

to inspect
Q premises.




Maintain records
of investigations
& analysis.

(€ =J| Keep
inspection book.

J
~

Comply with ’ - .
Standards laid down SAFE « LEGAL « RESPONSIBLE 3 i gy

i — in the Act & Rules. @ QZ @ é QE UTet @ | )

b J
LEGAL RESPONSIBLE

s T 4

SAFE
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MANUFACTURE OF

—
B —

— composition is not yet
— generally recognized as safe

A new drug is defined
as a drug whose

by experts for use under
the conditions mentioned
on its label.
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( INCLUDES ——

l but which have not been used

It also includes drugs that
have been recognized as safe
only after investigations,

widely or for a sufficient

length of time under those
conditions.
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~——{ KEY POINTS }—

e Safety not yet

% generally recognized
@ e [nvestigational

recognition of safety

e Not widely used
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MANUFACTURE OF
NEW DRUGS _

Prior approval from
the Licensing Authority
(LA) is mandatory.

~

Submit quality, purity,
strength & clinical
trial data.

\
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MANUFACTURE OF
NEW DRUGS _

~ R 2
__Bl Prior approval from — ST wTfereor (LA)
— the Licensing Authority — 9 qd Wipfd a-r
_@ (LA) is mandatory. _@ fart g1
_ . /
/ . B . [ . f
ol Submit quality, purity, NEW DRUG S Pt TOTaT, &, A
::g strength & clinical ¥ INNOVATION :—g 3R faetfda graa
- : ¥s nd i
L trial data. AFETY ! BT ST UK b | y
P : 4 \
p— Provide proof of —— 8 g1 / B & ey
- approval for the -~ itgpfd T YHTIT Td
—— new drug / formulation. —@ P |
_ \y /
4 g 4 1
oo | Clinical trials must 0Qo | fwFwa grad o
C{ @ comply with PRIORAPPROVAL  QUALITY, PURITY,  PROOF OF APPROVAL  CLINICAL TRIALS r@ QW Y& S BGIN gl
| Schedle Y § s i —" —— RroE Ay
T gaT’ IoiR # 31 ¥ Uga 3! e,
[@ ENSURES SAFETY, EFFICACY & QUALITY BEFORE NEW DRUGS REACH THE MARKET ‘ qerEserar st ToraT ﬁﬁ@?' |




/PHARMACY PHARMACY

INDI%/ [ cOD AVAILABLE ON | NDI4,

Flipkart g ~ @Mazon [M)eesho

D.Pharma 2 Year &, @

MIIISSIUN

BTEUP -

Bilingual (Hindi+€nglish)

1BOOK \ 2LANGUAGE SUBJECT
fare Ee e

COMMUNITY PHARMACY &
MANAGEMENT

BIOCHEMISTRY & CUNICAL
PATHOLOGY

PHARMACOTHERAPEUTICS
HOSPITAL & CUNICAL PHARMACY
PHARMACY LAW & ETHICS

RMACY INDIA

www.pharmacyindia.co.in



https://dl.flipkart.com/s/!CYpj9NNNN

[ . @PharmacyIndiaLive]

Frequently asked questions
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1. Explain the administration of the Drugs and Cosmetics
Act. Write the functions of the Drugs Technical Advisory
Board (DTAB) and Drug Inspectors.

Drugs and Cosmetics Act & YATH T SITEAT HIfAT|

Drugs Technical Advisory Board (DTAB) ddT Drug
Inspector & Hry fafau
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-
e
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2. Describe the licensing system for the sale of drugs and
explain the records that must be maintained in a
pharmacy.

et Fr foshl 8 ASHA YOTTell T quier HIfSTT T
eEd F @ I gt ARAW (Records) Y ITEAT
cqie g
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3. Explain the objectives and important provisions of the

Drugs and Cosmetics Act & Rules.
Drugs and Cosmetics Act U9 Rules & m&zﬂ GREIRLCC]
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4. Write a detailed note on drugs prohibited for
manufacture and sale in India under the Drugs and
Cosmetics Act.

Drugs and Cosmetics Act & Tdd HRd H AT vg Qs
g yfae e sitvfeay av faeqa feoaoft fafaw
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5. Discuss the different Schedules under the Drugs and
Cosmetics Rules. Explain the significance of Schedule C,

Ci, H, H1 and X.
Drugs and Cosmetics Rules &7 faff=eT Hﬂﬂﬁ'ﬂ’f T JoTel

T AT T A Schedule C, C,, H, HI T4T X & Aged
HAASATSU
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