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NUFACTURE
Prohibition of manufac‘cwe
Manufac‘cwe of other than in Sch-C/ C

Manufac’twe of those in Sch-C/ C
Manufac’twe of Sch-X dmgs

Loan license
Repackaging license
Oﬁences & Penalties
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PROHIBITION OF
=— MANUFACTURE

® Drug not of standard quah’cy or misbranded, adulterated or spurious.

® Patent or Proprietary medicine

® Drugs which claims to cure diseases specified in Sch]
® Drugs which Risky to human beings or animals

® Drugs without therapeutic value

® Preparation containing cyc[amates
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Other than Sch.- Sch.- C/Ca Sch.-X Sch.-C/C1 & X Drugs for the
C/CG &X But not -X purpose of
examination test
or analysis
Own Premises Own Premises
y y

Own ; ises Loanience
\ 4

licence

Repacking J
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THAN IN SCH-C/C,

Conditions:

® Premises should comply with schedule ‘M’

o Aoiequate facility for testing, separate ﬁrom manufactwing

® Adequate storage faciiity

® Records of mfg. & testing—maintaineoi for at least 2 years ﬁfom date of Exp.
® Licence should provide sampie to authority

® Furnish data of stability

® Maintain the inspection book

® Maintain reference samples from each batch

® Accounts of production recorded & maintained for 5 years or 1 year after
Expiry.
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[See Rule 69]

Application for the grant of or renewal of a licence fo m:mufwmre for sale “lor for distribution
af| drups other than those specified in [S::hﬂduh::r ¢, C(1) and X]

. IMWe i A L i plswrs s u R o e e hereby
apply for the grant/renewal of a licence to manufacture on the premises situated al

............. the following drugs being drugs other than those specified in
#Schedules C, C(1) and X] to the Drugs and Cosmetics Rules, 1945.

2. Names of drugs categorised according to Schedule M.

3."Names, qualifications and experience of technical staff employed for manu-
facture and testing.

4 hfecofrupees.......... ..., has been credited to Government under
the head of accoumt . . ... ..o vv v
I o tebagea S TRY 513 i Signamre .. . ...ciiiinauen

Note—The application should be accompanied by a plan of the premises.
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Conditions:

® Drugs must be issued in previous ly sterilized sealed glass or suitable
container

® Containers should comply with req. of Sch-F/F1

® Drug must comp ly with std. (quali’cy, purity, s’crengt’a) spec'gﬁed in sch.-F

® Serum tested for freedom from abnormal toxicity

® Parenteral in doses of 10 ml or more should be tested fov freedom ﬁfom
Pyrogens

® Separate lab. for culture & manipulation of spore bearing Pathogens

® Test for sterility should be carried out.
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MANUFACTURE OF SCH-X
DRUGS

Conditions:

® Accounts of all transactions Vegarding manuf. should be maintained in
seria“y bound & paged register. (Preserved for 5 yeavs)

® Have to sent invoice of sale to licens ing authority every 3 months
® Store drugs in direct custody of responsible person.
® Preparation must be labeled with XRx
® Marketed in packings not exceeding
® 100 unit dose —Tablets/Capsules
® 300 ml- Oral liquid
® 5 ml - Injection
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D Finition:

A person(app[ican‘c) who does not have his own awangements(ﬁlc’covy) for
manufactwe but who wish to avail the manufacmrlng faciliﬂes owned b_y another
licensee. Such licenses are called Loan licenses.

Procedure:

Licence is obtained ﬁfom licensing authority (FDA) on application in
prescribed forms (24-A , 27-A) with prescribed fees (Rs. 6000, 1500).

Loan licenses are issued for:

1) Drugs other than specified in C/C, & X.
2) Drugs specified in Schedule-C/C.
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RM 27-A pmaAsa
/ —————
e (See Rule 75-A)

Application for grant or renewal of a loan license to manufacture for sale 8a(or for distribution of) drugs
specified in Schedules C and C(1)8b(excluding those specified in 8c(Part XB and) Sch. X)

EANG e Of e hereby apply for the grant/renewal of loan
license to manufacture on the premises situated at............ Gla v the under mentioned drugs, being

drugs specified in Schedules C and C(1) 8b(excluding those specified in 8c(Part XB and) Sch .X) to the
Drugs and Cosmetics Rules, 1945.

Names of drugs (each substance to be separately specified).

1. The names, qualifications and experience of the expert staff actually connected with the manufacture and
testing of the specified products in the manufacturing premises.

a)Name(s) of expert staff responsible for manufacture

b)Name(s) of expert staff responsible for testing

1. 1/We enclose:-

a)A true copy of a letter from me/us to the manufacturing concern whose manufacturing capacity is
intended to be utilized by me/us.

b) A true copy of a letter from the manufacturing concern that they agree to lend the services of their

4/2/2012 13




~— RFEPACKAGI SE

Definition:

Process of breaking up any dmg ﬁ'om a bulk container into small

packages and [aloel'mg with a view to their sale and distribution.

Repackaging of dmgs S gran‘ced of dmgs other than Schedule-C/ C and X.

Procedure:

Licence is obtained from licensing authority (FDA) on application
in prescribed forms (24-B) with prescribed fees (Rs. 500, 200).
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—~ PENALTIES:-RELATED T
MANUF

= OFFENCES PENALTIES

Manufacture of any spurious drugs a) 1-3 years imprisonment and Rs.5000

ﬁne

b) 2-6 years imprisonment & Rs.10000

ﬁne on subsequent conviction

Manufacture of adulterated drugs a) 1 year imprisonment & Rs.2000 ﬁne
b) 2 years imprisonment & Rs.2000

ﬁne for subsequent conviction

Manuf. of drugs in contravention of the a) Tmprisonment up to 3 months &
provisions Rs.500 fine

b) Imprisonment up to 6 months &

Rs1000 fine on  subsequent

conviction 15
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' MANUFACTURE OF
y COSMETICS

Prohibited for the following classes of drug:
Misbranded or spurious cosmetics and of substandard quali’cy

Cosmetics containing hexach[orophene or mercury compounds
Cosmetics containing color which contain more than-

- 2 ppm of arsenic

- 20 ppm of lead

-100 ppm of heavy metals

Eye preparations containing coal-tar color

4/2/2012
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Classes of dmgs pvohiloited to be sold

Wholesale of biological (C/C))

Wholesale of other than those speciﬁed in C/C and X
Wholesale of Sch-X dmgs

Retail sale

4/2/2012
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Allopathic Drugs

!

{

{

{

Who Retail Sale Sales From
l, Motor Vehicle
( Vender)
General Licence Restricted
Licence
[ v T | - y
Drugs in Drugs in Drugs other For

SCh.‘ X SCh.‘ C/Cl than SCh.‘ SCh.— C/Cl
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CLASSES'OE.DRUGS

~~ PROHIBITED TO BE SOLD

® Misbranded, spurious, adulterated and drugs not of standard quality
® Patent/Proprietary drugs with undisclosed formula

® Sch-] drugs

® Expired drugs.

® Drugs used for consumption on government schemes such as ES.I.S.,

Armed force.
o Physician’s samples
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- FORMS

Fees for
Application Fees for Renewal Fee+ Penalty after duplicate
S.No. Category Type Sale PP Licence Form Certificate Form| expiry but within six P
Form Grant/Renewal No months copy of Org.
' Lic.
Rs.1500+Rs.500 p.m.
Whole Sale 19 20-B Rs.1500 21-C o part there o'? Rs.150
Drugs other than . Rs.1500+Rs.500 p.m.
1 those SpeCified in Retail Sale 19 20 Rs.1500 21-C or part there of Rs.150
Schedule C&C (1)&X
. Rs.500+Rs.250 p.m. or| Rs.150 R- 59
Restricted(Gen.St 19-A 20-AR-61 (1 Rs.500 R-59 (2 21-C
estricted(Gen. Store) @) S ) part thereof R-59 (4) 3)
Rs.1500+Rs.500 p.m.
Drugs specified in Whole Sale 19 21B Rs.1500 21-C or part there of Rs.150
Schedule C&C (1) _ Rs.1500+Rs.500 p.m.
2 but excluding those Retail Sale 19 21 Rs.1500 21-C or part there of Rs.150
specified in Schedule
, Rs.500+Rs.250 p.m. or|Rs.150 R- 59
X’ Restrict .St 19-A 21-AR-61 (1 Rs. R- 2 21 -
X estricted(Gen.Store) 9 61 (1) s.500 R-59 (2) C part thereof R-59 (4) 3)
Rs.500+Rs.250 p.m. or
Whole Sale 19-C 20-G Rs.500 21-C : Rs.150
3 Drugs specified in part there of
Schedule ‘X’ . Rs.500+Rs.250 p.m. or|Rs.150 R- 59
Retail Sal 19-C 20-F R-61(1 Rs.500 R-59(2 21-C
elall sale @) S ) part there of R-59(4) 3)
Sale of Drugs from
motor vehicles (1)
Rs. +Rs.2 .m.
Drugs other than Whole Sale 19-AA 20-BB Rs.500 21-CC S 500art fhefgé’fm °l Rs.150
4 those specified in P
Schedule C&C (1)
(2) Drugs specified in Rs.500+Rs.250 p.m. or
Whole Sale 19-AA 21-BB R-62-D Rs.500 21-CC Rs.150
Schedule C&C (1) part there of
Rs.250+Rs.50p.m.
Whole Sale 19-B 20-D Rs.250 20-E S o tserezfm 1 Rs.50
Homoeopathic Rs. 50
5 o R-67-A(2)
Medicines . 20-C Rs. 250 Rs.250+Rs.50p.m. or |,
- - R No. 421
Retail Sale 198 R-67-C R-67-A(2) 20E part there of R-67-A(2) dftsed ©
24/08/2001




g FORM 19-C
{See Rule 59(2)}
Application for grant or renewal of a {licence to sell, stock, exhibit or offer for sale, or
distribute} drugs specified in Schedule X
FfNNE v Of s hereby apply for a licence to sell by
Wholesale/retail drugs specified in Schedule-X to the Drugs and Cosmetics Rules,
1945. \We operate a pharmacy on the premises, situated at.............
2. The sale and dispensing of drugs will be made under the personal supervision of the
qualified persons mentioned below:-
Naieee e e = (Qualification)
Name.........ccoevvennnnn. (Qualification)
1. Name of drugs to be sold .
Particulars of storage accommodation.
Jo ATeeobrupees has been credited to Government account under
the:heaa olaccolntmymm

Bl e
slgnatire. vy i

|~

N
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f JOLESALE OF
F BIOLOGICAL (/6

Adequate premises, with greater than 10 M? area, with proper storage
fac'di’cy

Drugs sold only to retailer having license

Premises should be in charge of competent person who is Reg. Pharmacist.
Records of purchase & sale

Records preserved for 3 years from date of sale

License should disp[ayed on premises
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IN C/C, AND X

o All the conditions as discussed in for Ioiological.

® Compounding is made on or under the direct and pevsonal supervision qf a

qualified person.
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P RETAIT SRh—m—

For retail sale, two types of licenses are issued:
) General licenses

ii) Restricted licenses

Restricted license:

Granted to those dealers who do not engage the services of a
qualiﬁed person and only deal with such classes of dmgs whose sales can

be eﬁfected without qualﬁed person and vendors who do not have ﬁxed

premises.
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— FORM 19°A e
e {(See Rule 59(2)} —

Application for the grant or renewal of a restricted licence to sell, stock or exhibit {or offer}
for sale or distribute drugs by retail by dealers Who do not engage the service of a qualified
person.

............................. hereby apply for a licence to sell by retail (i){Drugs other than
those specified in Schedule C, C(1) and X on the premises situated at
............................ or (i1) Drugs specified in {Schedule C(1) on the premises
situated drugs specified in {Schedule C(1) as vendorintheat..........................

2. Sales shall be restricted to such drugs as can be sold without the supervision of a

qualified person under the Drugs and Cosmetics Rules.

Names or classes of drugs proposedtobe sold.............coooiiiiiiiiiiiiiii...

4. Particulars of the storage accommodation for the storage of {Schedule C(1) drugs on the
premises referred to above.

5. The drugs for sale will be purchased from the following dealers and such other dealers as
may be endorsed on the licence by the licensing authority from time to time.

6. A fee of rupees has been credited to Government under the head of account

L

ooooooooooooooooooooooooooo

4/2/2012
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£ PACKAGING =

o All the general and speciﬁc [a’oe[ing and packaging speciﬁed to all

classes of dmgs and cosmetics should be as per the provisions made

under the act.
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“Pharmaceutical Jurisprudence” by Dr.G.K.Jani; Atul
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