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No.34] NEW DELHI TUESDAY, JUNE 8, 1954

. PARLIAMENT SECRETARIAT
NOTIFICATION

P New Delhi, the 8th June 1954

i No. C8. 7(29)/54-L.—Under rule 49 of the Rules of Procedure
and Conduct of Business in the Council of States, the Chairman has
ibeen pleased to crder the publication in the Gazette of India of the
ifollowing Bill together with the Statoement of Objects and Reasons
and the Financial Memorandum accompanying it, and the Bill, the
Statement of Objects and Reasons and the Rinancial Memorandum
sre aceordingly published for general information —

(To BE INTRODUCED IN THE CoOUNCIL OF STATES}
Bill No. XIV of 1954
A Bill further to amend the Drugs Act, 1940.
Be il enacted by Parliament in the Fifth Year of the Republic of
india as follows:— :

: 1. Short title.—This Act may be called the Drugs (Amendment)
let, 1954,
2. Amendment of section 2, Act XXII of 1940.—In section 3 of
fie Drugs Act, 1940 (hereinalter in this Act referred to as the pricei-
vl Act),— :

{(a) for clause (b}, the following clause shall he substituted,
namely : -~ -

“(by ‘drug’ includes—
{i) all medicines for internal or external use of

human beings or animals and all substances intended to
be used for or in the treatment, miligation or prevention

: of disease in human beings or animals other than medi-
: cines and substances exclusively used or prepared for
] uge in accordance with the Ayurvedic or Unani sysiems
i 3 . -

: of medicine; and
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(i) such substances (other than food) intendeq 1o
affect the siructure or any function of the human body
or intended to be used for the destruction of Verming
or insects which cause disease in human beings g
animals, as may be specified from time fo time by the
Central Government by notification in the Officia]
Gazetle;”;

{b) after clause (b), the following clause shall he inserteq,
namely: —

“(bb) ‘manufacture’ in relation to any drug includes
any process or part of a process for making, altering, orna.
menting, finishing, packing, labelling, breaking up or other.
wise {reating or adopting any drug with a view to its sale
and disiribution but dees not include the compounding or
dispensing or the packing of any drug in the ordinary
course ol retail business; and ‘le manufacture’ shall he
construed accordingly;”;

{¢} for clause (e), the following clause shall be substituted,
namely:—

“(e) ‘prescribed’ means prescribed by rules made under
this Act”

3. Amendment of section 5, Act XXIII of 1%40.—In scction 5 of
the wprincipal Act—
(a) in sub-section (2),—
(i) after clausce (i), the following clause shall be insert-
ed, namely:—
“(ia) the Drugs Controller, India, ex-officio™;
(i1) in clause (v#), for the words “the Indian Research
Fund Association”, the words “the Indian Council of Medicul
Research” shall be substituted;
(i) for clause (ix) , the T[ollowing clause shall be
substituted, namely: — ;
“(ix) threc persons to be clected by the Pharmacy
Council of India, two of whom shall be persons posses-
sing qualifications for registration under the Pharmacy
Act, 1948 (VIII of 1948) and one shall be a teacher in
pharmacy or pharmaceutical chemisiry or pharmacology

' or pharmacognosy in an Indian univeysity ar a college
affiliated thereto which granls a degree .or diplema in
pharmacy;”;

(iv) in clause (xi), the words “and one person to he
elected by the branches in India of the British Medical
Association” shall ‘he omitted.

. (b} in sub-section (3}, the following proviso shall be added
8t the end, namely: — :
“Provided that the persons nominated under clause (1)
1 of sub-section (2) shall hold office for so long as they hald
the appointment of Government Analyst under this Ael”

-
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; 4. Amendment of scction 6, Act XXII of 1940.—In section 6 of
. the principal Act, in sub-section (2), clauses (b} and (¢} shall be
. omifted.

5. Amendment of section 10, Act XXTIT of 1940.—Tn section 10 of
the principal Act, for clause (d), the following clause shall bhe
. substituted, namely:-—

F(d) any patent or proprietary medicine, unless there is
displayed in the preseribed manner on the label or container
thereof the true formula or list of ingredients contained in it,
in a manner readily intelligible to the members of the medical
profession;”,

6. Amendment of section 11, Act XXIH of 1940.—In gection 11
. of the principal Act, for sub-section (2), the following sub-section
-shall be substituted, namely:; —

“(2) Without prejudice fo the provisions of sub-section (I),
the Customs Collector or any officer of the Government autho-
rised by the Central Government in this behalf, may detain any

imported package which he suspects to.contain any drug the

! import of which is prohibited under this Chapter and shall forth-

: with report such detention to the Drugs Controller, India and,
if necessary, forward the package or sample of any suspecied
drug found therein to the Central Drugs Laboratory.”

7. Amendment of section 12, Act XXIII of 1940.—In section 12 of
‘the principal Aci—

{a) in sub-gection (1), the following proviso shall he added
at the end, namely:—

“Provided that consultation with the Board may be

dispensed with if the Central Government is of opinion that

! vircumsiances have arisen which render it necessary to

! make rules without such consultation, but in such a case the

Board shall be consulted within six months of the making

of the rules and the Central Goverament shall take into

consideration any suggestions which the Board may make
in relation to the amendment of the said rules.’”

: (b) in sub-section (2), in clause (d), far the words “to
i cure or mitigate”, the words “to prevent, cure or mitigate” shall
| be substituted.

“ 8. Amendment of section 16, Act XXTIT of 1940.—In scction 16 of
the principal Aect, in sub-section (2), for the words “State Govern-
ment”, the words “Central Government” shall he substituted.

H

9. Amendment of section 18, Aet XXIH of 1940.—Tn section 18 of
he principal Act—

(@) in clause (a),—

(i) for sub-clause (i), the following sub-clause shall be
substituted, namely:—

“(iii) any patent or proprictary medicine, unless

there js displayed in the prescribeéd manner on
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Code,

(2) The provisions of the Code of Criminal Procedure, 1898 l(ACt%
V of 1898) shall, so far as may be, apply to any search or seizur®

ander this Chapter as they apply to any search or geizure madt

under the authority of a warrant issued under section 98 of the sat E;

the label or container thereof the 1irue formuis

or list of ingredients contained jn it in a manner i
readily intclligible to the members of the medical pro. .

fession;”;

’(’ii} in sub-clause (i}, for the words “to cure or miti-
gate”, the words “to prevent, cure or mitigate™ shall he |

substituted;

() in the second proviso, for the words “State Government” .
the words “Ceniral Government” shall be substituted. e

10. Amendment of scction 19, Aet XXII of 1940.—In section 19
_of the principal Act, in sub-section (2), after clause (@), the following
clause shall be inserted, namely:—-

“(ge) in the process of manufacture or preparation any one
or more of the prescribed colours have been used, although such
use may not be provided for in any of the pharmacopceias re-
ferred to in clause (d) of section 3; or”

11. Substitution of new section for section 22 in Act XXIII of
1940.—Tor section 22 of the principal Act, the following section:
shall be substiluted, namely:— :

%99 Powers of Inspectors—(1) Subjcct to the provisions of

section 23 and of any rulcs made by the Ceniral Government
in this behalf, an Inspector may, within the local limits of the
arca for which he is appointed,—

{q) inspect any premises wherein any drug is heing
manufactured and in the case of sera, vaccines and any other

drug prescribed in this behalf, the plant and process of |

manufacture and the means employed for standardizing and .
testing the drug; '

(b) take samples of any drug which is being manu-
factured, or being spld or is stocked or exhibited for sale,-
or is being distributed; '

(c) enter and search at all reasonable times, with such .
assistants, if any, as he considers necessary, any place in
which he has reason to bclieve that an offence under this.
Chapter has been or is being committed and order in writing:
the person in possession of any drug in respect of which
the offence has been or is being committed, not to dispose
of any stock of such drug for a specified period not exceed- |
ing twenty days, or, unless the alleged offence is such that
the defeet may be removed by the pdssessor of the drug;
geize the stock of such drug; i

¥

{(d) exercise such other ppwers as may he neceSSaryg;
for carrying out the purposes of this Chapter or any rules
made thereunder. .

3

h
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(3) If any person wilfully obstructs an Inspector in the exercise
of the powers conferred upon him by or under th’s Chapter, he
shall be punishable with imprisonment which may exiend to three
vears, or with fine. or with both."

12, Amendment of section 27, Act XXIIT of 1940.—In section 27
of the principal Act, for the words “cne year, or with fine which
may extend to five hundred rupees”, the words “three years, or with
fine” shall be substituted.

13. Amendment of section 28, Act XXTII of 1940.—In section 28
of the prinecipal Aet, in sub-section (1},'the words “whether as
principal or agent” shall be omitted.

14. Substitution of new . seclion for section 30 in Act XXIIT of
1940.~—For section 30 of the principal Aect, the following section shall
he substituted, namely:-—

“30. Penalty for subsegquent offences.—-(1) Whoever, having
been convicted of an offence under section 27 is again convicted
of an offence under that scetion, shall be punishable with
imprisonment which may extend to five years, or with fine, or
with both.

(2) Whoever, having been convicted of an offence under
seetion 28 or section 29 is again convicted of an offence under
the same section shall be punishable with imprisonment which
may extend to two vears, or with fine, or with both.”

15. Amendment of section 33, Act XXTII of 1940.—In section 33
of the principal Act,—

(@) for sub-section. (1}, the following sub-section shall be
substifuted, namely : —

“Power of Central Government to make rules.—(1) The

Central Government may, after consultation with the Board

and after previous publication by notlification in the Official

5 Gazette, make rules for the purpose of giving effect to the
provisions of this Chapter:

Provided that consultation with the Board may be
dispensed with if the Central Government is of opinion
that circumstances have arisen which render it necessary
to make rules without such consultation, but in such a case
the Board shall bhe consulted within six months of the
making of the rules and the Central Government shall take
into consideration any suggestions- which the Board may
make in relation to the amendment of the said rules.”;

(h) in sub-section (2), in clause (f), for the words “io cure
" or mitigate”, the words “to prevent, cure or mitigate” shall be
f substituted.
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16. Subétitutibn of new Chapier ﬂf.or section 34 in Act XXIII :
1940.—For section 34 of the princi al Act, the followi = of
shall he substituted, nmne}y:E P a Chaptey

“CHAPTER V
Miscruuangous

34 Offences by companies—(1) Where an offence under
this Act has been committed by a company, every person why
at the time the offence was committed, was in charge of, angd
was responsible to the company for the conduc of, the businesg
of the company, as well as the company shall he deemed to be
guilty of the offence and shall he lable to be proceeded against
and punished acecordingiy:

Provided that nothing contained in this sub-section shall rep.
der any such porson liable to any punishment provided in this Act
if he proves that the offence was committed without hig
knowledge or that he exercised all due dil gence to prevent the
commission of such offence,

(2) Notwithstanding anything contained in sub-section (1),
where an offence under this Act has been commitied by a com-
bany and it is proved that the offence has been committed with
the consent or connivance of. or is attributable to any neglect ',
on the part of, any director, manager, secretary or other officer '
of the company, such director, manager, secretary or other
officer shall also be deemed to be guilty of that offence and shall
be liable to be proceeded against and punished accordingly.

Explanation—For the purposes of this section—
{a} ‘company’ means a body corporate, and includes a .

firm or other association of individuals; and ]
(b} ‘director’ in relation to a firm means a partner in
the firm. :

35. Publication of sentences passed under this Act—(I) It
any person is convicted of an offence under this Act, it shall
be Iawful for the court before which the conviction takes place
to cause the offender’s name, place of residence, the offence of
which he has been convicted and the penalty which has been

inflicted upon him, to be published at the expense of such
person in such newspapers or in such other manner as the court i
may direct. %

(2} The expenses of such publication shall be decmed to
form part of the costs relating to the conviction and shall be
recoverable in the same manner as those costs are recoverable.

36. Magistrate’s power to impose enhanced penalties—Not-
withstanding anything contained in section 32 of the Code of Cri-
minal Procedure, 1898 (Act V of 1898) it shall be lawful for any
presidency magistrate or any magistrate of the first class ‘o
pass any sentence atithorised by this Act in excess of his powers
under section 32 of the said Code.

37. Protection of action taken in good faith—No suit, pro-
sceution or other legal proceeding shall lie against any person
for arything which is in good faith done or intended to be done
under this Act.” :
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1% Amendment of the Schedule, Act XXIIT of 1940.—In the

L %?Schedule to the principal Act,—

(a) in the third column, in item I wunder the heading
“Standard to be complied with”, the words “or the formula

l disclosed to the Central Drugs Laboratory, as the case may be”
i shail be omitted;

; (b) after item 3 the following item shall be inserted,
; namely: —

feg A, Substances (other than food) in- Such standards as
tended to affect the structure or any may he prescribed.”
funefion of the human body or intend-

ed to be used for the destruction of

vermins or insects which cause disease

in human beings or animals.

STATEMENT OF OBJECTS AND REASONS

The Drugs Aci, 1940, which provides for the regulation of the
Jimport, manufacture, distribution and sale of drugs and prescribes
#the standards of guality of drugs, has been in force since April, 1947,
.n the light of the experience gained in the working of the Act during
Jhe last seven years, it is proposed to make certain amendments in
Jie Act,

The term ‘drug’ as defined in the Act at present does not cover
hemical eonfraceptives and insecticides. 1% is proposed to extend
e scope of definition of the term so as to cover such of the contra- .
%;eptives as well as insecticides as may be notified Ly the Central

Txovernment {rom time to time in the Official Gazette, so that their

twandards may be controlled where necessary. It has further been
found necessary that with a view to maintaining uniformity through-
iut the States the power to make rules under Chapter IV with
respect to the manufacture, sale and distribution of drugs, -which is
at present vested in the State Governments should be enirusted to
the Central Government. .

_ There have been complaints that the penalties provided in the Act
dor the contravention of the provisiong thereof, are inadequate. The
venalties provided in the Act are being enhanced so as to make them

leterrent. Opportunity has also been taken to make certain other
ninor amendments. )

. AMRIT KAUR.
New Drrui;
The 10th May, 1954.

FINANCIAL MEMORANDUM

Section 5 of the Drugs Act, 1940 provides for the constitution of a
B'oard {called the Drugs Technical Advisory Board) to advise the
-entral Government and the State Governments on technical matters
Iising out of the administration of the Act. Clause (2) of section




