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MINISTRY OF HEALTH & FAMILY WELFARE

(Department of Health)

New Delhi, the 25th January, 1979

G.S.R. 42(E).—-Whereas certain draft rults further to amend
the Drugs and Cosmetics Rules, 1945, were published, as
required by Section 12, 18 and 33 of the Drugs and Cosmetics
Act, 1940 (23 of 1940), at pages 425 to 433 of the Gazetto
Of India Extraordinary Part Jl, Section 3, Sub-Section (i),
dated) the 24th March, 1977, under the notification of the
Government of India in the Ministry of Health and Family
Welfare (Department of Healthy No. G.S.R. 124(E) dated
the 24th March, 1977 inviting objections and suggestions from
all persons likely to be affected thereby, before the expiry
of 90 days from the date on which the copies of the Official
Gazette containing the said notification were made available
to the public;

And whereas copies of the said Gazette were made avail-
able to the Public on the 7th April, 1977.

And whereas the objections and suggestions received from
the public on the said draft hav» been considered by the
Central Government;

Now, therefore, in exercise of the powers conferred by
sections 12, 18 and 33 of the said Act, the Central Govern-
ment after consultation with the Drugs Technical Advisory
Board, hereby made the following rules further to amend
the Drugs and Cosmetics Rules, 1945, namely :—

1.(1) These rules may be called the Drugs and Cosmetics
(First Amendment) Rule*, 1970.

(2) They shall come into force on the date of their publi-
cation in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945,—

(i) after rule 62B, the following rules shall be inserted,
namely :—

' "SIC.—Application for licence to sell drugs by wholesale
or to distribute the same from a motor vehicle :—

(1) Application for the grant or renewal of a licence to
self by wholesale or to distribute from a motor
vehicle shall be made to the licensing authority in
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Form 19-AA and shall be accompanied by a fee
of rupees twenty :

Provided that if the applicant applies for the renewal of
a licence after its expiry but within six months of
such expiry, the fee payable for renewal of such
licence shall be rupees twenty plus an additional fee
at the rate of rupees twenty per month or part
thereof.

(2) A fee of rupees five shall be paid for a duplicate
copy of a licence issued under this rule, if the
original is defaced; damaged or lost

62D.—Form of licences to sell drugs by wholesale 01 dis-
tribute drugs from a motor vehicle :—

A licence shall be issued for sale by wholesale or for
distribution from a motor vehicle of drugs other than those
specified in Schedule C and Schedule C( l ) in Form 20BB
and of drugs specified in Schedule C and Schedule C(I) In
Form 21BB :

Provied that such a licence shall not be required in
a case where a public carrier or a hired vehicle !s
used for transportation or distribution of drug".

(ii) after rule 63A, the following rule shall be inserted,
namely :—

"63B. Certificate of renewal of licence.—A certificate of
renewal of a licence in Form 20BB or Form 21BB
shall be issued in Form 21-CC" ;

(iii) in Schedule A,—

(a) after Form 19-A, the following froms shall be
inserted, namely :—

"Form 19-AA
(See Rule 62C)

Application for grant or renewal of a licence to
lell by wholesale or to distribute drugs from a motor
vehicle :

1. I/We — — of — - — — -hereby apply

for licence to sell by wholesale or to distribute drugs specified
in Schedule C and Schedule C(l) and/or drugs other 'han
those specified in Schedule C and Schedule C(I) from the
vehicle hearing registration No. — assigned
under the Motor Vehicles Act, 1939.

2: Categories of drugs to be sold/distributed—

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

•4. Particulars of the storage accommodation for the
storage of drug* specified in Schedules C and C ( l ) on the
vehicle referred to above.

Date ~—— Signature —". ;

• Delete if not required.
(b) after "Form-20B", the following form shall be in-

serted, namely :—

"FORM 20-BB
(See rule 62-D)

Licence to sell by wholesale or to distribute drugs other
then those specified in Schedule C and Schedule
C(l) to the Drugs and Cosmestics Rules, 1945
from a motor vehicle.

I . i» hereby licensed to sell by
wholesale, or to distribute drugs other than those specified
ia Schedule C and Schedule C (1) from the vehicle bearing
registration No. assigned under Motor
Vehicles Act, 1939, subject to the conditions,
specified below and to the provisions of the Drugs and Cos-
metics Act, 1940 and the Rules made thereunder.

2, The licence shall be in force from •—• • —
to .

3. Categories of drugs....
D a t£ Licence No.

Llceasing Authority.

Cooditkms of licence
1. This licence shall be displayed in a prominent place on

the vehicle,

2. The licensee shall comply with the provisions of the
Drugs and Cosmetics Act, 1940 and the Rules made there-
under for the time being in force.

3. (i) No drug shall be sold by wholesale or distributed
unless such drug is purchased under a cash or
credit memo from a duly licensed 'dealer or a duly
licensed manufacturer.

(li) No sale by wholesale or distribution of any drag
shall be made to a person not holding the requisite
licence to sell, stock, or exhibit for sale or distri-
bute the drug ;

Provided that this condition shall not apply to the sale of
any drug to :—

(a) an officer or authority purchasing on behalf of the
Government, or

(b) a hospital, medical, educational or research institu-
tion or a registered medical practitioner for the
purpose of supply to bis patients, or

(c) a manufacturer of beverages, confectionary, biscuits
and other non-medical products, where such drugs
are required for processing these products.

4. The licensee shall inform the Licensing Authority in
writing in the event of any change in the constitution of tb*
firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall
be deemed to be valid for a maximum period of three month*
from the date on which the change takes place unless, in
tho meantime, a fresh licence has been takon from the Licens-
ing Authority in the name of the firm with the changed consti-
tution.

5. The licensee shall inform the Licensing Authority in
writing in the event of any change in Ownership of the
vehicle specified in this licence within seven days of such
change". ; W

(c) After Form 21-B. the following form shall be inser-
ted, namely :—

"FORM 2I-BB

(See rule 62D)

Licence to sell by wholesale or to distribute drugs sped-
fled in Schedule C and Schedule C( l ) to the Drugs
and Cosmetics Rules, 1945 from a motor vehicle.

1. is hereby licensed to sell by whole-
sale, or to distribute drugs specified in Schedule C and Sche-
dule C( l ) from the vehicle bearing registration No.
assigned under Motor Vehicles Act, 1939, subject to the condi-
tions specified below to the provisions of the Drugs and Cos-
metics Act, 1940 and the rules made thereunder.

2. The licence shall be m force from • •
to •

3. Categories of drugs
Date licence No.

Licensing Authority.
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1. This licence .shall be displayed in a prominent plate on
the vehicle.

2. No drug to which this licence applies shall be sold
by wholesale or distributed unless the precautions as are
published by the Licensing Authority from time to lime in
the Official Gazette have bten observed throughout the period
during which it has been in the possession of the licensee.

1. If the licensee wants to sell by wholesale or distribute
during the currency of the licence, additional categories of
drugs listed in Schedule C and Schedule C( l ) not included
in this licence, he shall apply to the Licensing Authority lor
necessary permission. This licence shall be deemed to extend
to the categories of drugs in respect of which such permission
is given. This shall be endorsed on the licence by the
1 icensing Authority.

4. (i) No drug shall be sold by wholesale or distributed un-
less such drug is purchased under a cash or credit
memo form a duly licensed manufacture.

(ii) No sale by wholesale or distribution of any drug
shall be made for the puipose of resale to a person,
not holding the requisite licence to sell, stock, or
exhibit foi sale or distribute the drug;

Provided that this condition shall not apply to the- sale of
any drug to : —

(a) an officer or authority purchasing on behalf of
the Government, or

(b) a hospital, medical, educational or research insti-
tution or a registered medical practitioner for the
purpose of supply to his patients, or

(c) a manufacturer of hydrogenated vegetable oils,
beverages, confectionary and other non-medical
products, where such drugs arc required for processing
their products.

5. The licensee shall inform the Licensing Authority in
writing in the event of any change in the constitution of
the firm operatic under the licence. Where any change in

the constitution of the firm takes place, the current licence
shall be deemed to be valid for a maximum period of three
months lorm the date on which the change taken place unless,
in the meantime, a fresh licence has been taken from the
licensing Authority in the name of the i'um with the changed
constitution.

6, The licensee shall inform the Licensing Authority in
writing in the event of any change in the ownership of the
vehicle specified in this licence within seven days of such
change",;

(d) after "Form 21-C", the following form shall be
Hubstituted namely:—-

"FORM 21-CC

(See rule 63-B)

Ceitificate of renewal of licence to sell by wholesale or
to distribute drugs from a motor vehicle.

Number of licence and date of issue ——

1. Certified that licence No.— • -in Form
20-BB or Form 21-BB granted on the

-to— for sale by wholesale
or distribution of the following drugs from the vehicle bear-
ing registration No. — • -assigned under the
Motor Vehicles Act, 1939 has been renewed fop a period
from • • • • • — to-———— .

2. Categories of the drugs :

Date —

Licensing Authority"

T. V. ANTONY, Jt. Secy.
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