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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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LOAN LICENSES

<o e0oe

-

Issued to Applicant
Without Own

Manufacturing Facility

For applicants who do not

have their own manufacturi

facility but want to use
another licensed

N

ng

v

~

- manufacturer's facility.
/ For Manufacture of Drugs
Issued for the manufacture
® for sale or distribution of
drugs other than those
listed in Schedule C, C1
\_ and X.
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Application in Form 24-A Loan License ATdeA Bid 24-A §
Agreement ,
| Application for grant or | | FUT ATZHY & 3G AT
renewal of a loan license E E LICENSED Tdt-feor 89 e
; APPLICANT
must be made in . MANUFACTURER B 24-A T f&a1 ST
Form 24-A. (Without 0‘,”" (Provides T
N y Mar;l;fcaﬁ;)rlng Manufacturing | \_ y
Wt Facility)
\_ v \_ J
A B l ' ——p—-
License Issued in Form 25-A - _— ATEEE BiH 25-A H TR

The loan license is
issued in Form 25-A.
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( Issued in Form 25 A. ) thfﬁf 25-A ﬁaTﬂﬁFGTGIIHT@)
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Must Satisfy All ¥} ol &1 9T
Conditions Except faard (gfaem &
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The applicant must 37Tded Bl Jufe) &
satisfy all conditions fmtor & forg ot eraf
for manufacturing I YTt BT BT,
drugs, except owning MANUFACTURE FOR SALE frarar fAmfor gfden &
the manufacturing OR DISTRIBUTION WA & |
facility. \_ v
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GRANT OF LOAN LICENSE

INSPECTION BEFORE

,

N

Before granting a loan license,
Oy, the Licensing Authority (LA)
= | or Central Licensing Approval
Authority (CLAA) must arrange
inspection of the premises by

one or more inspectors or an
expert in the concerned field.
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——{ & GMP INSPECTION FOCUS & }

[ The inspector will examine:)

P

AN

-
w:ka | Premises, plant,
ElEfs] | and equipment
{@'S Manufacturing
& | process
_
- ‘ Methods of
A standardization
L and testing )
4 W
Qualifications of

technical staff

-
~

Ability to comply with
GMP requirements
(Schedule M)

ENSURES QUALITY, SAFETY

AND COMPLIANCE
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LOAN LICENSE

Additional items require
an application to the

Licensing Authority (LA).

N

J

Every batch of raw
materials and finished
products must be
tested; records
maintained as per

Schedule U.

LOAN LICENSE
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Records must be preserved
@ for 5 years from manufacture
or 2 years after expiry.
.
4

N

Loan license is
suspended/cancelled if
the manufacturer’s license
is suspendedj/cancelled.

| LOAN LICENSE

APPLICANT

(Does not have his
own manufacturing
facility)
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Using another licensee’s
premises, equipment, and
staff is treated as a

loan license.

s

~

A

N
In prosecution, manufacturing

at another site must be proved
through the responsible aboratory
person; otherwise, conviction under
Section 18(c) cannot occur.
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[ COMPLIANCE & ACCOUNTABILITY]
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D.Pharma 2™ year

Bilingual Book (f&vret q&iah)
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REPACKING LICENSE

Granted for

9 APPLICATION
L// Form 24B
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é e-ng/\ repacking drugs into - ,
\% smaller packs, F1T A \¢
excluding /)
Schedule C § L

and C, drugs. / ' |

HYGIENIC |8
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REPACKING LICENSE
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;.q Form 25B

N
LICENSE

J

\
Repacking must be
hygienic and
supervised by a
competent person.
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IMPORTANT REQUIREMENTS AEA9N YRR & folo

FOR LICENSED PREMlSES ‘Eﬁ'@f TG BTy
—2 e & & o XY XX ®
2 ) R
n The factory premises PRE BT IR
must comply with the %= ATt M (GMP) &t
- @ requirements of HAGHATH b ITHU
Schedule M (GMP). HEIEIRY
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Schedule M (GMP).
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rr adequate testing arrangements ' n
LI, 1 3y wWigd witerr 3678

L in his own premises MICROBIOLOGICAL
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WHOLESALE DRUG LICENCE

o0 o
4 \
— Licence must be
:@ prominently displayed.
\_ J
4 .
ACT Follow the Drugs and
\0\. Cosmetics Act, 1940  [¢*
== N
—— and Rules.
.
[ e

Purchase drugs only
from licensed
manufacturers or dealers.

J

WHOLESALE
DRUG LICENCE

AUTHORIZED FOR
WHOLESALE OF DRUGS
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)

Sell drugs for resale
only to valid
licence holders.

J

Inform the Licensing
Authority (LA)

about changes in firm
constitution or vehicle

ownership. y

required for

Prior LA permission IS)"

additional drug

. [
il i RESPONSIBLE WHOLESALE PRACTICES

o

SAFE SUPPLY o QUALITY ASSURED ¢ LEGAL COMPLIANCE
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DRUGS OTHER THAN

SCHEDULEC C, &X

ﬂ.‘.ﬁ

= (X) WITHOUT LICENCE To:
J

=1 SALE IS ALSO ALLOWED |**:

& .
WHOLESALE SALE
is permitted to -
licensed sellers/ :
distributors.

\

4 N

I C, C, R X & Al
(WHOLESALESALE | . —'aadig .
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Government officers
olinltal or authorities.
\_ y
~ N
+ Hospitals, medical,
o [900) sa|  educational or
oo m oo ™ e o
— research institutions.
\_
-
Registered Medical
Practitioners (for
patient supply).
.
(

jooo

Manufacturers of beverages,

confectionery, biscuits, or

- other non-medical products

(for processing purposes).

~N
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LEGAL « SAFE « RESPONSIBLE
DISTRIBUTION
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DRUGS OTHERTHAN  ( pRUGS OTHERTHAN | 3 C 3R C, & ifafees

SCHEDULE C & C, SCHEDULE C & C, a1y Aiew a1g |
FROM MOTOR VEHICLE . FROM MOTOR VEHICLE :

NN KN 2

.-& LICENCE WHOLESALELICENCE
:-] MUST BE rorv208 [
T@ DISPLAYED [l

" ON THE VEHICLE. ke

2 A
(o— | ALLCONDITIONS | Forw |
Ay APPLICABLETO | 20B

v~ @ FORM 208 —

——"  APPLY HERE. 1




DAYS BE REPORTED TO
LA WITHIN 7 DAYS.

0 0 ANY CHANGE IN
OWNERSHIP
OF VEHICLE MUST

. . e . .

Distribution of drugs other than
Schedule C & C4 from motor
vehicle under valid licence.

___________________________
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[ SCHEDULE X DRUGS) ( SCHEDULE X DRUGS ) ( 3/t X &t gamd |

5oe o000 s e
4 o - 4 .
| ]| Licence must be ’_&“ Aedd &l IR 4
HCENCEN  displayed at the aﬁ'ﬂ WY ¥ § yefsfd
— premises. g BT ARt &1
- v
F \
Q Drugs must be R ¢ay dhad 1599
- procured only from . YT Gidi 9 gt
—A\) licensed sources. —\Y) & =iyl
\ J
{ A
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Eﬂ-’] | SCHEDULE C & C; DRUGS | | s C siR ¢, qaaii#t | [i=
“©| FROMMOTORVEHICLE | | #Wwagdfsh | [©

% Licence must be displayed 1 ,,,,,,, . 1 . | =
=) ) onthe vehicle. . =®

f Drugs must be purchased i
M only from licensed | e A9 @i 9 AR h
manufacturers.
-

Storage precautions LA R R : (\I
Ve . . g1 fEiRa R v
) grtsiions et e e | B




Sale permitted to licensed

dealers and also to:

e Government authorities
* Hospitals, institutions, RMPs

e Manufacturers of

non-medicinal products

~

N

Changes in firm constitution
or vehicle ownership must be
reported to LA (vehicle change

7
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/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
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WHOLESALES

LE FORMS FOR

OF DRUGS

[ Approved Forms for Wholesale Licenses & Applications:]

(

"

.

Wholesale License | Wholesale License
Purpose Issued in Form | Application Made
(3899) (TRt feparr T in Form
ATEHY BiH) (31deH BiH)
Drugs other than /
0 those specified in Fofm 20B -
Schedule (BIH 20B)
C,C &X
Drugs other than
those specifiedin | Form 20BB
Schedule C & C,, . -
oo . (BTH 20BB)
Motor Vehicle

e fersht o feig i

13l &l

.

1T

| oo e 3R e & g sgARa wid |

-

SR fosam T

\

36 Yot HTdE BIH
FRACC, | i 208
3R X & 3farar u -
il (BH 20B)
Tex e 9
m ﬁ%‘? s | ®H 20BB _
oot C,»3emar | (Wi 20BB)
ang




4 .
Drugs specified Application SR fopar
: Issued in AT 3Tde BiH
Schelc?ule X i i
7N Drugsspecifedin | Form 20G | B 206 _
X | Schedule X (i 206) (BTH 20G)
/C C 2":\95;"[“??;“ Form 21B | Form 19 HiH 218 BiH 19
chedule , . < i &
1 (excluding Schedule X) (m 21 B) (m 19) (m 21 B) (m 19)
- Drugs specified in Form 21BB Iﬁﬁ 21BB
1L \ Schedule C & C, v = " -
90— from Motor Vehicle (m 21 BB) (Tﬂﬁ 1 BB)
\_ J

C

_—
ENSURES LEGAL WHOLESALE PRACTICES
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Y¢l7 RETAIL SALE OF DRUGS

For retail sale of drugs,
two types of licenses
are issued:

(

(i) GENERAL
LICENSE

General license for
retail sale of drugs.

-

v

) RESTRICTED
LICENSE

)

Restricted license for

((ii N

9 retail sale of drugs. y

HEALTH
CARE




(¢ RETAIL SALE OF DRUGS

0™ 0

LICENSE l

4
v - v
g (i) GENERAL ((ii) RESTRICTED y

LICENSE LICENSE

)

For retail sale of drugs,
two types of licenses
are issued:

General license for

retail sale of drugs.

Restricted license for

9 retail sale of drugs. y

GaT3fi bt ge fersh
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the business

And who employ a Qualified Person (Registered
| é Pharmacist) to supervise the sale of drugs and to
- carry out compounding and dispensing.

© A General License is granted to applicants
D[']l] who have suitable premises for running acinaed -me-




&
l;;@ RETAIL SALE LICENSE

CONDITIONS OF

®

f

@ LICENSE
-

The license must be
displayed prominently in
a place of the premises
accessible to the public.

®

The licensee must

comply with all provisions of @--

the Drugs and
Cosmetics Act and
Rules in force. )

@LOC

Any change in the
qualified staff in charge
must be reported to
the Licensing Authority
(LA) within one month.

g fesht @rgda i
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j

Drugs should be purchased only
from a duly licensed manufacturer

or dealer.

J
R

Any change in the constitution of

the licensed firm must be reported
to the LA within three months, and
a fresh license must be obtained in
the name of the reconstituted firm.

N
Special storage precautions

P e

prescribed by the LA for Schedule @---._

C and C, drugs must be strictly
followed.

\

For selling additional categories of
drugs under Schedule C and C; @---«
(excluding X), prior approval of the
Licensing Authority is mandatory.

J

{  SAFE SALE
SAFE STORAGE |
| SAFE HEALTH

a7
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" FORMS FOR RETAIL
" SALES OF DRUGS

N Retail License Retail License
Purpose Issued in Form | Application Made
in Form
(3823) (ot fa i
g | IR
“ Homeopathic Form 20 198
é dugs (BiH 20) | (0 198B)
Drugs other than
& those specified in Form 21 Form 19
Schedule C,C, | (BT 21) (B 19)
and X
.

19B
(BT 19B)

B 19
(BT 19)




r . (%) PHARMACY (
| %] % Form20F | E!! e %‘ C1 BIH 20F
Drugs specified in (®IH 20F) lians I 3G C 3R C; (BTH 20F)
Schedule C and C1 &I gar,
. excluding Schedule X . T X P BIgH
4 4
| X Form20C | X Bid 20C
Drugs specified in (m 20C) 3T X H (W 20C)
Schedule X ffdee gard
L \




Restricted licenses
are issued for the
sale of drugs
without the
supervision of a

qualified person. j

~

These licenses are
meant for limited
and specific
purposes.

\

3\
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RESTRICTED
LICENSE
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N

-

©

.

-

——————————————

Regulated under

sale of drugs for public welfare.

No sgpervision of Sale.limited to For.li.mited and | Is§ued by . Drugs & Cosmetics
Qualified Person permitted drugs specific purposes Licensing Authority Act & Rules
InYg Afed b el AT it ok fafere || credfEm wifeeor 3ftfe gd e
TG ATP el ansit & fasht Jeed & forw ERT SRy . m‘ g?'a'““gﬁqmﬁ'”q' é';
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— | RESTRICTED LICENSES

®t

FORMS FOR

OF DRUGS

1 Purpose Restricted License
Issued in Form
(3223) e
yfaeferd arsdy wiH)
Drugs other
/) than those Form 20A
specified in =
o Schedule C,C, |  (BIH 20A)
and X
Drugs specified
' in Schedule C Form 21A
C|{C,| and C, 2
excluding (EFITf 21A)
Schedule X
\_

—_—

RESTRICTED

(RESTRICTED LICENS@




'.------------------.

Restricted licenses are
issued for specific and
limited categories of drugs.

yfasfed amgey fafire
R Hifea goft Bt gareh
& fofg o fobg o g

...................................... ( KEY TAKEAWAY / 7 a1d )

Different forms are
prescribed for different
categories of drugs.

fafs Suit <t qanahi &
feTT SFeTT-31eT Bid
e &1

Ensures legal
compliance and
proper regulation.

BT AT 3R
3fud FHawa g
&l gl

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

Promotes safe and :
responsible sale of :
drugs. 5
qarit i Rfdia R
iR i ) et |
&R



= PERSONS ELIGIBLE FOR
A% RESTRICTED LICENSE

( Restricted License may be granted to: )

yfdefera arEdy & fag =
mwEafda 8%

| et et et efodt o e o e 8: |

- r - :
Dealers selling drugs d SieR Sif U4t gad dud @
that do not require 8 + fores fog g aafda &
supervision by a GAQ&I0T Pl ATaABdT gl
qualified person. y L gidt &1

- i oo
Itinerant vendors JadiaIcicd qﬁ@ﬁm’[ H
(in exceptional cases) ~ ¢--> <9 W{’ﬂﬁﬁm (3‘%!?2
acting as bona fide d1el) S U= It Ueie &
travelling agents. y i H B B 8|

Vendors in remote/
sparsely populated
areas, purchasing
drugs from licensed
dealers.




Travelling agents
distributing
Schedule C

and other

special products
to doctors

or licensed dealers.

Licensed
manufacturers/
importers can
distribute free
drug samples
without a license.

(&

v

ENSURES
SAFE, LEGAL

RESP?)h:\ll)SIBLE ﬁlﬁﬁﬁ fer g e &

SUPPLY OF DRUGS

Restricted license is for limited ‘ gfdeted asdy dbhad diad

and specific purposes only.

3R fafere 329at & ferw AT 2




CONDITIONS OF

D
[
ve= Ve
RESTRICTED LICENSE 91d () -
& -9 € 5
r 3 F -
_I!!!\_ Adequate premises & /7T T o 3R 3 semo
proper storage . PO (omeft ufter 78 v aret fasbanait
I (except vendors without 163 =
fixed premises). '
. y _ y
r ™ 4 R
ncevse|  Display the license :‘c';—?sz TSR Y Y & vefld B
—- Pfom'”e:t;y S — | o e & foy oy
o or carry it for inspection — a3
R (vendors). R ( )
\_ y . y
i - ™ b
5E Comply with the Drugs & 51@ 3fwfer ug yaed srfefam
Cosmetics Act and Rules. 3R fAH) BT Ul B9




e

S-I-J-f
- e

~
Purchase drugs only

from licensed -
manufacturers

or dealers.

e

Sell only drugs that
do not require .->
supervision of a
qualified person.

y
-
Mobile vendors must
buy drugs only from &
dealers specified in
the license.
\

4

7
/
- — e - e e -

gdy hadl gy
yTed fAetar ar el
& T |

hdd d gaId od

S forg ar
fth & A& &
m&mﬁgﬁ%n)

qiaTsd fashdran o
2aIl had dreay A
fAfdse SR A &
GG Bi |
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9

Ensure safe, legal and
responsible sale of drugs.

st & R, I AR

FId B |

RrieR fash g

4 b ( -
y¥  Sell drugs only in ‘- -4 Y 2amd Had 3T

their original L e—— i ] qe (o1 )
containers. (—“ l ‘“ BRI H gl ad |

\_ J R T—— . J

’ (TR N n
Licensing Authority ABGasasEmB | AT wfeeeur argad
considers local license — $I T Iu=rar 3R
license availability ° - Z —_— - ~-+ 3TAeH &b AdHTT /
and the applicant’s : occupation/business T
occupation/business \ | P e Sk
before granting the T 21
license. i

N W, - J

' )
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D.Pharma 2 Year &, @
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Bilingual (Hindi+€nglish)

1aoox ’ 2LANGUA§E SUBJECT
foramer HYTY fouer
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PHARMACOLOGY
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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 -
- . - gl geds
i“‘;: A b ;. e e

e 0

(English & Hind) (8
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PHARMACY & ETHICS

ER20.25T
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