THE DRUGS AND COSMETICS (AMENDMENT) ACT, 1982

No. 68 or 1982

[ . [13thk November, 1982.]

An Act turther to amend the Drugs and Cosmetics Act, 1940.

BE it enacted by Parhament in the Th1rty-th1rd Year of the Republic

of Indta ds follows:—

1.- (1) This Act may be called the Drugs and Cosmetics (Amendment)
Act, 1982, : LN

@ It shall come ‘into_‘fuorpe_'an.such date’ as the Central Government
may, by notification in the Official Gazette, appoint.

23 of 1940, 2. I the Drigs and Cosmeties Aect, 1940 (hereinuafter referred to as:
. - tion-of

the prindipal Aet),— -

(a) for the words artd brackets “Ayurvedlc (including Siddha)
Cor Utiani”, wherever they occur, 'the words “Ayurvedic, Siddha or
Unani” shall be substituted;

by for the words and brackets “Ayarvedic (ii¢luding $iddha)
and Unani”, wherever they occur, the words “Ayurvedic, ‘Stddha
and Unani” shall be substituted.

3. In section 3 of the principal Act,—
(dy in clatise (o)~

@) for the words “disease im human lbeiigs, Hientioned im,
and provessed and resnufactuted”’, the words “disease or disorder
in human beings or animdls, and manufwtmed” -shalt be substi-
\tuf-e‘d

(1) for the words and brackets “Ayurvedic (including
Siddha) and Unani (Tibb) systems of medicine”’, the words

- “Agurvedic, Siddha and Unani Tibb systems of medicine” shall
‘e substitated;

l1 -2~ 1983 3 vide not;ﬁcatlon N GSR 39(E) datcd 251~ 19&;, Gazette of Jndia, Extra-
ordinary, rg83, Pt. II Sec. 3().
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(b) in clause (aa), in sub-clause (i), for the words “Ayurvedic
and Unani Drugs Technical Advisory Board”, ther words “Ayurvedic,
Siddha and Unani Drugs Technical Advisory Board” shall be sub-
stituted; '

(¢c) in' clause '(aaa), the words «, but does not include soap”
shall be omitted;

(d) in clause (b),—

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

“(i) all medicines for internal or external use of human
beings or animals and all substances intended to be wused
. -for or in the diagnosis, treatment, mitigation or prevention of -
‘any disease or disorder in human beings or animals, including
preparations applied on human body for the purpose of

repelllng insects like mosqultoes, ;

(2) after sub clause (u) the following sub- clauses shall be
inserted, namely:—

(m) all substances 1ntended for use as components of '
“a drug including empty gelatin capsules; and '

' “(iv) " suél’ devices interided for internal or external use
in the diagnosis, ‘treatment, mitigation or prevention of
disease or disorder in human beings or animals, as may be
specified from time:to time by -the Central Government by
notification in the Official Gazétte, after consultation with
the Board;”;

~

(e) in clause (§), for the words “sale and d1str1butlon” the words
sale or distribution” shall be substituted;

(F) for. clause (h) the followmg clause shall be substituted,
namely-—.. . ST

‘(h) “patent or proprietary medicine” means,—

(i) in relation to Ayurvedic, Siddha or . Unani T1bb
systems of medicine all formulations conta1n1ng only such
... ingredients mentioned in the formulae described in the
- authoritative books of  Ayurveda, Siddha or Unani Tibb
* - systems of medicine- specified in the First Schedule, but does
not include a medicine which is administered by parenteral
route and also a formulation included in the authoritative

' books as speclﬁed in clause (a),

(zz) in relat1on to any other systems of med1c1ne a
drug which is a remedy or prescription presented in a form
ready for internal or external administration “of human
“beings or animals and which is not included in the edition
of the Indian Pharmacopoeia for the time being or any other -
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"¢ “PHarfiatopoeia “authorised fn’ this behalf by the Central
- ‘Government ‘after consultation with the Drugs Technical
‘Advisory Board constituted under section 5y,

4 For the headmg under Chapter III the folloWlng heamng shal] be

substituted, namely —_

“IMPORT OF DRUGS AND COSMETICS”,

5. For sectlon 9 of the principal Act, ‘the following . sectlon shall be
substltuted namely: —

“9. For the purposes of this Chapter, a drug shall be deemed to
be misbranded—

(a) if it is so. coloured, coated, powdered or polished that
damage is concealed or if it is made to appear of better or
greater therapeutlc value than it really is; or

(b) if it is not labelled in the prescribed manner; or

(c) if its label or container or anything accompanying the
drug bears any statement, design or device which makes any
- false claim for the drug or which is false or mlsleadmg in any
partlcular R

6. For sections 9A and 9B of the principal Act, the followmg sectlons
shall be substituted, namely —

“9A. For the purposes of this Chapter a drug sha11 be deemed

.to be adulterated,—

(a) if it consists, in whole or in part, of any"-'ﬁlthy, putrid or
decomposed substance or ,

(b) -if it has been prepared packed or stored under in-

‘sanitary condltlons whereby it may have been ‘contaminated

" with filth or whereby it may have been rendered:- m]uuous to
health; or .
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(o) if ifs cqn;:amer is pgmposad in whole .or in part, of any
poisonoys or d,elej;ermus snbstange whig¢h may render the con-
tents injurious to :health; or

(d) it it bears or contains, for purposes of colouring only,
a cofour other than one which is prescribed; or

(e) if it contains any harmful or toxic substance which may
render it injurious to health; or

(f) if any substance has been mixed therewith so as to reduce
its quality or stremgth,
Spurious 9B. For the purposes of this Chapter, a drug shall be deemed to
drugs. be spurious—
(a) if it is imported under a name which belongs to anpther
- drug; or

(b) if it is an imitation of, or 1is a substitute for, another
drug or resembles another drug in a manner likely to deceive
or bears upon it or upon its label or container the name of an-
other drug unless it is plainly and conspicuously. marked so as
to reveal its true character and its lack of identity w1th such
other drug; eor :

(c) if the label or container bears the name of an individual
or company purporting to he the manufacturer of the drug,
which individual or ‘company is fietitious or does not exist; or

(d) if it has been substituted whdlly or in part by another
drug or substance; or

(e) if it purports to be the product of a manufacturer of
whem it is net truly a preduet.

o 8¢, Flor the pm\poses of this Chapter, a cosmetic shall be deemed
Misbran- R

ded o to be misbranded— ;

cosmeties. ia o N .
CT @) if it contains a eolour which sis not preseribed; or

(b) if it is not labelled in the px_'escribéd manher; or

(c) if the label or container or anything accompanying the
cosmetic bears any statement which is false or misleading in any
particular,

Spurious 9D. For the purposes of this Chapter, a cosmetic shall be deemed
cosmetics. to be spurious,—

(@) if it is imported under a name which belongs to another
cosmetic; or

(o) Ad it ds .an ingitation of, or is @ substitute dor, another cos-
metic or resembles another eosmefic in a manner likely to
deceive or bears upon it or upon its label or container the name
of anether -cosmetic, unless it 4s plainly and conspicuousty
marked so as to reveal its true character and its lack of identity
with euch othrer ensmetic; -or



P R S |

O 1982] Dyygs and Cosmetios (Amendment) 34T

&e) if the lahel or container bears the name of an individual
ar a gomgpany purporting to be the manufacturer of the
cosmetie which individual or company is fietitious or does not
‘exist; or ~

(d) if it purports to be the product of a manufacturer of
whom it is not truly a product.”.

7. In section 10 of the principal Act,—

(a) in clause (b), for the words “or misbranded cosmetic”, the
words “or misbranded or spurious cosmetic” shall be substituted;

(b) in clanse (bb), for the word “adulterated”, the words
“adulterated or spurious” shall be substituted;

(¢) in clause (d), for the words “the true formula or list of
ingredients contained in it, in a manner readily intelligible to the
members of the medical profession”, the words “the true formula
or ‘list of active ingredients contained in it together with the quan-
tities thereof” shall be substituted;

(d) the Explanation shall be omitted. .

& After section 10..0f the prmclpal Act, the followmg section shall be
inserted, mamely: —

“10A. Without prejudice to any other provision contained in this
Chapter, if the Central Government is satisfied that the use of any
drug or cosmetic is likely to involve any risk to human beings or
animals or that any drug does not have the therapeutic value claimed
Hfor it -or contains ingredients and in such quantity for which there is
ne:-therapeutic justifieation and that in the public interest it is neces-
sary -or expedient so to do then, that Government may, by notifica-
tion in the Official Gazette, prohibit the import of such drug or cos-
metic.”, :

9. In section 12 of the principal Act,—

‘(a) in sub-section (1), for the words *“after consultation with
the Beard”, the words “after consultation with or en the recommen-
-gation of the Board” shall be substituted;

(b) in sub-section (2),—

(i) in clause (a), for the words “and prescribe the ferm and
conditions of such licences, the authority empowered to issue
the same, and the fees payable therefor”, the words “and pres-
cribe the form and conditions of such licences, the authority
empowered to issue the same, the fees payable therefor and
provide for the cancellation, or suspension of stich licence in any
cage where any provisiom of this Chapter or the rules made

thereunder is contravened or any of the conditions subject. to -

which the licence is issued is not complied with” shall be subs-
tituted;

(%) ‘in clause (cc), for the word, figure and letler “sectmn
9B”, the word, figure and letter “section 9A” shall be substitu-
ted; |

J
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(i) in clause (k), after the words “of imported drugs or
cosmetics”, the words “including the use of packing material
which comes into direct contact with the drugs” shall be inser-

Substitu- . 10. For section 13 of the principal Act, the’ fo]lowmg sectlon shall be

tion of substituted, namely:—
new

‘section
for
section
13.

‘o

Offences. “13. (1) Whoever himself or by any other person onh hls behalt ‘
imports,—

(a) any drug deemed to be adulterated  under section 9A
or deemed to be a spurious drug under section9B-or any spurious
cosmetic referred to in section 9D or any cosmeticzof thé nature
referred to in clause (ee) of section 10°shall bé& punishable with
imprisonment for a term which may extend to ‘thtee years. and a
fine which may extend to five thousand rupees;

(b) any drug or cosmetic other than a drug. or, cosmetic
referred to in clause (a), the import of which ig proh1b1ted ‘under
section 10, or any rule made under this Chapter, shall be punish-
able with imprisonment for a term.which may extend to six

- months, or with fine which may extend to five hundred rupees,
or w1th both :

- (¢) any drug or cosmetic in contravention of the p
of any notification issued under section 10A, shall be punishable
with imprisonment for a term which may extend to three years,
7 ; or with fine which may extend to five thousand rupees, or with
i both.

o : (2) Whoever having been convicted of an offence—

(a) under clause: (a) or clause (c¢) of sub-section '(1), is

. again convicted of an offence under that clause, shall be punish-

j able with imprisonment for a term which may extend to five

" years, or with fine which may extend to ten thousand. rupees,
or with both;

(b) under clause (b) of sub-section (1), is again convicted
of an offence under that clause, shall be punishable with im-
prisonment for a term which may extend to one year, or with

- fine which may extend to one thousand rupees, or with. both.

(3) The punishment provided by this section shall be in addition
to any penalty to which the offender may be liable under the pro-
visions of section 11 »,

Amend- '11. In section 15 of the principal Act, for the words “of a Presidency

ment of Magistrate or of a Magistrate of the first class”, the words “of a Metro-

section 15 olitan Magistrate or of a Judicial Magistrate of the first clags” shall
be S'llbbt]tuted '
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12, Ins thé headmg under Chapter IV, for the word “DrRUGS”, the words
“DRUGS. AND COSMETICS” shall be substituted.

13, For sections 17, 17A and 17B of the principal Act, the following
sect_i_'gns=shall 'be_ substituted, namely:—_-

. “17 For the purposes of this Chapter, a drug shall be deemed to
be misbranded,—

(e) if it is so. éolo‘ured, coated, powdered or polished that
damage is concealed or if it is made to appear of better or greater
g 'therapeutic value than it really is; or

(b) 1f it i§ not- labe]led in the prescribed manner; or

(c) if its label or container or anything accompanying the
“drug bears any. statement, design or device which makes any

~false -claim for the drug or which is false or misleading in any
~ partlcular

“17A. For . the purposes of this Chapter, a drug shall be deemed
tc be adulterated —

consists in whole or in part, o&f any ﬁlthy, putrid or
ubstance; or

y conditions whereby it may have been contaminated

“with filth or whereby it may have been rendered injurious  to
i health--"a.-:or

ﬁ;lts container is composed, in whole or in part, of any
., Poisonous. or.- deleterlous substance which may render the con-
tents. m]unous to health; or

(d) if it bears or contains, for purposes of colouring only, a
colour other than one which is prescribed; or

(e) if it contains any harmful or toxic substance which
may render it injurious to health; or

(f) if any substance has been mixed therewith so as to reduce
« its quahty or s’crength

&

17B For the purposes of this Chapter, a drug shall be deemed to |

be - spurious,—

(a), if it is manufactured under a name which belongs to
" another drug; or

(b) if it is an imitation of, or is a substitute for, another drug
“or’’reséfnbles another drug in a manner likely to deceive or
bears upon it or upon its label or container the name of another

“has been prepared, packed or stored under fin-
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~.drug unless it is plainly and cdnspi-cuously marked: so- ag t6
reveal its true character and its lack of identity with such other
drug; or '

(c) if the label or container bears the name of an individual
or company purporting to be the manufacturer of the drug,
which individual or company is fictitious or does not exist; or

(d) if it has been substituted wholly or in’ part by andther:
"~ drug or substance; or

(e) if it purports to be the product of a manufacturer of
whom it is not truly a product.

-17€. For the purposes of this Chapter, g cosmetic shall be deemed
to be misbranded,—

(@) if it contains a colour which is not preseribed;. or
(b) it it is not labelled in the prescribed manner; or

(c) if the label or container or anything accompanying the
cosmetic bears any statement which is false or misleading in any
Jparticular.

h 17D For the purposes of this- Chapter a cosmetic shall:berdeemed
to be spurious,— '

o (a)if it is manufactured under a name whlch belotgs to
" ‘another cosmetic; or

_ (b) if it is an imitation of, or a substitute for, another cosme-
" tic or resembles another cosmetic in a manner likely to: -déceive
or bears upon it or upon its label or container the name of an-

. other cosmetic unless it is plainly and conspicuously: marked so
.as to reveal its true character and its lack of identity with: such
.other cosmetie; or

(c) if the label or container bears the name of. an individual
. or a company purporting to be the manufaeturer of the cosmetic
. . which individual or company is fictitious or-does riot exist} or

(d) if it purports to be the product of a manufacturer of
- whom it is not truly a product.”.

14. In section 18 of the principal Act,—
(a) in clause (@),—

(i) in the opening portion, for the:weords “manufscture for

sale, or sell, or stock or exhibit for sale,”, the words “manufae-

-+ ture for sale or for distribution, or sell; or stock' or exHibit or
offer for sale,” shall be substituted;

@) for sub-clauses (i), (i) and (iia), the following, sub-
clauses shall be substituted, namely:—

ey any drug which is not of a.standard quality,.or is
" misbranded, adulterated or spurious;
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~ (#) any cosmetic Whlch is not of a standard quality or
is mlsbranded or spurious;’

‘(##1) in sub-clause (i), for the Words “the true formula or
list of ingredients contained in it in 2 manner readily intelligible
to the members of the medical profess1o_n” the words “the true
formula or list of active ingredients contained in it -together
with the quantities thereof” shall be substituted;

(b) in clause (b), for the words “sell, or stock or exhibit for:

-sale,”, the words “sell, or stock or exhibit or offer for sale,” shall be
substituted; :

(¢) in clause (c¢),—

(i) for the words “manufacture for sale, or sell, or stock or
exhibit for sale,”, "the words “manufacture for sale or for dis-
tribution, er sell, or stock or exhibit or offer for sale,” shall be
substituted; .

(i) in the second proviso, for the words “manufacture for

sale, sale”, the wordg “manufacture for sale or for distribu-

. tion, sale, stocking or exhibiting or offering for sale” shall be
substltuted

(iii) the Explanati‘on shall be omitted.

15 After section 18A of the pmnc1pa1 Act, the followmg section shall
be inserted, namely —

“18B. Every person holding a licence under clause (c) of section
18 shall keep and maintain such records, registers and other
documents as may be prescribed and shall furnish to any officer or
authority exercising any power or discharging any function under
this Act such information ag is required by such officer or authorlty
for carrying out the purposes of this Act.”.

16. In section 19 of the p-rincipai Act, in sub-section (2), in the opening

portion, for the word “adulterated”, the words “adulterated or spurious”
. shall be substituted. -

17 In section 20 of the principal Act, after sub-sectlon (3) the follow-

ing sub-sectlon shall be inserted, namely e

“(4) No person_Who has any ﬁnancial interest in the import,
manufacture or sale of drugs or cosmetics shall be appointed to be a
Government Analyst under sub-section (I) or sub-section (2) of
this section.”.

© 18 In section 21 of the principal Act, in sub-section (4), after the
words “such authority”, the words “, having the . pr escrlbed qualifica~
tions,” shall be mserted :

SE IR LU 10—Law—46
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Amend- 19. In section 22 of the principal Act,—
ment of . B}
section 22, (1) in sub-section (1),—

(a) for clauses (a), (b) and (c), the following clauses shall
be substituted, namely:—

“(a) inspect,—

({) any premises wherein any drug or cosmetic is
being manufactured and the means employed. for stand-
ardising and testing the drug or cosmetic;

(it) any premiseg wherein any drug or cosmetie is
being sold, or stocked or exhibited or offered for sale,
or distributed;

(b) take samples of any drug or cosmetic,—

(i) which is being ‘manufactured or being sold or
- 1s stocked or exhibited or offered for sale, or is being
distributed,;

(it) from any person who is in the course of con-
~ veying, delivering or preparing to deliver such drug or
cosmetic to a purchaser-or a consignee;

(c) at all reasonable times, with such assistance, if any,
‘as he considers necessary,—

(i) search any person, WhO he has reason to
believe, has secreted about his person, any drug or cos-
metic in respect of which an offence under thls Chapter .
has been, or is being, committed; or

N

(i) enter and search any place in which he has
reason to believe that an offence under this Chapter has
been, or is being, committed; or

- (iit) stop and search any vehicle, . vessel or other
conveyance which, he has reason to believe, is being
used for carrying any drug or cosmetic in respect of
which an offence under this Chapter has been, or is
being, committed,

and order in writing the person in possession of the drug or
cosmetic in respect of which the offence has been, or is
being, committed, not to dispose of any stock of such drug
- or cosmetic for a specified period not exceeding twenty days,
or, unless the alleged offence is such that the defect may be
removed by the possessor of the drug or cosmetic, seize the
stock of such drug or cosmetic and awy substance or article
by means of which the offence has been; or is being, com-
mitted or which may be employed for ’che Lommlssmn of
such offence;”;

~ - . (b) in clause (cc), for the words, brackets and letter “in
: any place mentioned in clause (c)”, the words, brackets and
letter “with any person, or in any place, vehicle, vessel or other

conveyance referred to in clause (c)” shall be substituted;



(c) after clause (cc), the following claube shall be 1nserted
namely:—

“(cca) require any person to produce any record, regis-
ter, or other document relating to the manufacture for sale

sale or distribution of any drug or cosmetic in respect of
which he has reason to believe that an offence under this
Chapter has been, or is being, committed;”;

(2) in sub-section (2),—
(¢) for the words and figures “the Code of Criminal Pro-
2011974, . Procedure, 1973” shall be substituted;

S (b) for the word and figures “section 98", the word and
1 : : oL ﬁ_gures‘ “section 94" shall be substituted;

“(3) after sub-section (2), the ‘f.ollowmg sub-section shall be
mserted namely:—

- under clause (cc) or produced under clause (cca) shall be
returned to the person, from whom they were seized or who
produce the same, within a period of twenty days of the date of

such seizure or production, as the case may be, after

~ copies thereof or extracts therefrom certified by that person, in
such manner as may be prescribed, have been taken.”;

(4) in sub-section (3), after the words “under this Chapter,”,

the words, brackets, letters and figure “or refuses to produce any

record, register or other document when so required under clause
(cca) of sub-section (1),” shall be inserted.

29, In section 23 of the pridcipal Act, in clause (b) of sub-section
(6) and in sub-section (6), for the Words 2 Magistrate”, the words “a
Jud1C1a1 Mag1strate” shall be subst1tuted

21. After section 26 of the principal Act the fo]lowmg section shall
" be inserted, namely: —

. “26A. Without prejudice to any other provision contained in
this Chapter, if the Central Government is satisfied, that the use of
‘any drug or cosmetic is likely to involve any risk to human beings

* . or‘animals or that any drug does not have the therapeutic value
“claimed or purported to be claimed for it or contains ingredients
and in such quantity for which there is no therapeutic justification
and that in the public interest it is necessary or expedient so to do,
then, that Government may, by notification in the Official Gazette,

"'--proh1b1t the- manufacture sale or distribution of such drug or cos-
metxc %

e Q':F;-,\1,9§2j, _ Dr,‘gs ami Cosmetﬁs (Ammdment) . 3 5?;

5o0f1898. . ' -cedure, 1898” the words and figures ‘“the Code of Crumnal '

“(2A) Every record, register or other document seized -

or for distribution, stocking, exhibition for sale, offer for .
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Substitu~""*"""22.‘For sections 27 and 27A of the principal Act, the following
tion of sections shall be substituted, namely:—
new
sections
for-
sections-

27 snd
27A. -
Penalty » “27. Whoever, himself or by any other pérson on his behalf
for ‘manufactures for sale or for distribution  or sells, or stocks or exhi-
’t‘:;:ufac' bits or offers for sale or distributes,—
sale, (@) any drug deemed to be adulterated under section 17A
_;:‘;':g;fm e or spurious under section 17B or which when used by any
contra- person for or in the diagnosis, treatment, mitigation, or preven-
vention of - tion of any disease or disorder is likely to cause his death or is
this o likely to cause such harm on his body as would amount to
> Chapter. grievous hurt within the meaning of section 320 of the Indian :
Penal Code, solely on account of such drug being adulterated or 45 of 1860.
spurious or not of standard quality, as the case may be, shali - "
be punishable with imprisonment for a term which shall not be
less than five years but which may extend to a term of life and
with fine which shall not be less than ten thousand rupees;
(b) any drug— ,
(1) deemed to be adulterated under section 17A, but
not being a drug referred to in clause (a), o
(i) without a valid hcence as required under clause
(¢) of section 18, '
'. shall be punishable with imprisonment for a term which shall
not be less than one year but which may extend to three years
and with fine which shall not be less than five thousand rupees:
' , o o Provided that the Court may, for any adequate and special

reasons to be recorded in the judgment, impose a sentence of
imprisonment for a term of less than one year and of fine of less
than five thousand rupees;

(c) any drug deemed to be spurious under section 17B, but
not being a drug referred to in clause (a) shall be punishable
with imprisonment for a term which ghall not be less than three
years but which may extend to five years and with fine which
shall not be less than five thousand rupees:

, , Provided that the Court may, for any adequate and special
o reasons, to be recorded in the judgment, impose a sentence of

imprisonment for a term of less than three years but not less
than one year;

, (d) any drug, other than a drug referred to in clause (@) or
clause (b) or clause (c), in contravention of any other provision
of this Chapter or any rule made thereunder, shall be punish-
able with imprisonment for a term which shall not be less than
one year but which may extend to two years and with fine:
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Provided that the Court may for any adequate and special
reasons to be recorded in the judgment impose a sentence of
imprisonment for a term of less than one year,

27A. Whoever hlmself or by any other person on his behalf
manufactures for sale or for d1str1but10n or sells, or stocks or exhi-
bits er offers for sale—

(i) any cosmetic deemed to be spurious under section 17C
shall be punishable with imprisonment for a term which may
extend to three years and with fine;

(1) any cosmetic other -than a cosmetic referred to in
clause (i) above in contravention of any provisions of this
Chapter or any rule made thereunder shall be punishable with
imprisonment for a term which may extend to one year or with
fine which may extend to one thousand rupees or with both.”.

23, In section 28 of the principal Act—

(a) after the word, figures and letter “section 18A”, the words
and figures “or section 24” shall be inserted;

(b) for the words “five hundred rupees”, the weords. “one
thousand rupees” shall be substituted,

24. After section 28 of the principal Act, the following sections- shall
be 1nserted namely:—

“28A. Whoever without reasonable cause or excuse, contra-
venes the provisions of section 18B shall he punishable with im-

prisonment for a term which may extend to one year ‘or with fine

which may extend to,one thousand rupees or with both.

28B. Whoever himself or by any other person on his behalf
manufactires or sells or distributes any drug or cosmetic in contra-
vention of the provisions of ‘any notification issued under section 26A,
shall he punishable with imprisonment for a term which may extend

to three years and shall also be liable to fine which may extend to
five thousand rupees.”.

25. In section 30 of the principal Act,—

(a) for sub-section (I), the following sub-section shall be
substituted, namely:—

“(1) Whoever having been convicted of an offence,—

(a¢) under clause (b) of - section 27 is ag_aiﬁ convicted
of an offence under that clause, shall be punishable with
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imprisonment for a term which shall not be less than two
years but which may extend to six years and with fine
which shall net be less than ten thousand rupees: '

Provided that the <Court may, for any adequate and
special reasons to be mentmned in the judgment, impose a
sentence of imprisonment for a term of less than two. years
and of fine of less than ten thousand rupees;

(b) under clause (¢) of section 27, is again convicted of
an offence under that clause shall be punishable with im-
prisonment for a term which shall not be less than six years
but which may extend to ten years and with fine which
shall not be less than ten thousand rupees;

(¢) under clause (d) of section 27, is again convicted
of an offence under that clause shall be punishable with
-imprisonment for a term which shall not be less than two
years but which may extend to four years or with fine which
shall not be less than five thousand rupees, or with both;”;

(b) in sub-section (1A), for the words “one thousand rupees”,
the words “two thousand rupees” shall be substituted.

Amend- 26. In section 31 of the princip‘al‘Act,—-
- ment of
section : (1) in sub-section (1),—

© 3L
‘ (a) for clause (%), the following clause shall be substituted,
namely: —

“(i) manufacture of any drlig deemed to be misbranded -
under section 17, adulferated under section 17A or spurious
under section’ 17B; or”;

- (b) in clause (ii), for the words “manufacture for sale, or
sale, or stocking or exhibiting for sale,”, the words “manufacture
for sale or for distribution, sale, or stocking or exhibiting or -
oﬂ:’ermg for sale,” shall be subst1tuted

(2) in sub-sectlon 2), for the words “mlsbranded or adulterated
drug, or misbranded cosmetic,”, the words “misbranded, adulterated
or spurious drug or misbranded or spuriou_s cosmetic,” shall be

-substituted.

. Ardand- 27. In sectmn 32 of the principal Act, in sub-section (2), for the

. miént of words “a Presidency Magistrate or of a Magistrate of the first class”, the
section words “a Metropolitan Magistrate or of a Judicial Magistrate of the ﬁrst
32. class” shall be substituted.

‘ Amend- 28 In section“?:ZA of the prin_cipal Act, for the words, brackets and

“‘ment'of  figures “in sub-section (I) of section 351 of the Code of Criminal Proce- _

“section dure, 1898, the words, brackets and figures “in sub-sections (1), (2) and 5 of 1898

32A, (3) of section 319 oﬁ the Code of Cnmmal Procedure, 1973” sha11 be 2 of 1974
- substituted. o : | b A
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29. In section 33 of the ,'principal Act— _Amend-

ment of
(¢) in sub-section (1), for the words “after consultation with section

the Board”, the words “after consultation with, or on the recommen- 33.
dation of, the Board” shall be substituted; '

(b) in sub-section (2),—

(1) in clause (dd), for the word, figures and letter “section
17B”, the word, figures and letter “section 17A” shall be substi-
tuted; -

(2) in clause- (e),—

(i) for the words “for the manufacture for sale”, the

words “for the manufacture for sale or for distribution”
shall be substituted; ' ‘

(1) after ithe words “authority empowered to issue the

same”, the words “, the qualifications of such authority”
shall be inserted;

(#1) the words “and provide for the cancellation or
suspension of such licences in any case whére any provision
of this Chapter or the rules made thereunder is contravened
or any of the conditions subject to which they are issued is
not complied with” shall be.inserted at the end;

(3) after clause (e), the
namely: —

following clauses shall be inser’ted,
“(ee) prescribe the reéords, registers or other documents
to be kept and maintained under section 18B;

(eea) prescribe the fees for the i‘nspection (fo.i" the
purposes of grant or renewal of licences) of premises,

wherein any drug or cosmetic is being. or is proposed to be:
manufactured,; '

(eeb) prescribe the manner in which copies are to be
certified under sub-section (2A) of section 22;”;

(4) in élause (i), after the words “other containers of |
drugs or cosmetics”; the words “including the use of packing

material which comes into direct contact with the drugs” shall
be inserted;

(5) in clause (n), after the words “of Inspectors”, the Wofds

“and the qualifications of the authority to which such Inspectors
shall be subordinate” shall be inserted.

30. In section 33C of the principal Act,—

(a) in sub-section (1), for the words “Ayurvedic:- and Unani

Amend-
Drugs Technical Advisory Board”, the words “Ayurvedic, Siddha ment of
and Unani Drugs Technical Advisory Board” shall be substituteq;  section-

33C.
(b) in sub-section (2),— ;

(¢) for clause (ii1), the following clause shall be substituted,
namely:

“(itl) the principal officer dealing with Indian systems
of medicine in the Ministry of Health, ex-officio;”;
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(it) for claﬁsa (viii), the following ‘clause shall be substi~
tuted, namely:—

“(viti) foar persons to be nominated by the Central
Government, two from amongst the members of the Ayur-
vedic Pharmacopoeia Committee, one from amongst the mem-
bers of the Unani Pharmacopoeia Committee and one from
amongst ‘the members of the Siddha Pharmacopoeia Com-
mittee;”; ! :

(iit) for clauses (xi)A and (xit), the following clauses shall
be substituted, namely: —

“(xi) one teacher in Gunapadam to be nominated by,.

the Central Government;

(xit) three persons, one each to represent the Ayur-
vedic, Siddha and Unani drug industry, to be nominated. by
the Central Government;

(xiii) three persons, one each from among' the practi-
tioners of Ayurvedic, Siddha and Unani Tibb systems of
medicine ‘to’ be nominated by the Cnntral Government.”,

31 For sect1ons 33D and 33E of the principal Act, the followmg sec-

tlons shall be substltuted namely =

-“33D. (1) The 'Central Government may constitute an Advisery
. Committee to be called the Ayurvedic, Siddha and Unani Drugs
vConsultatlve Committee to advise the Central Government, the State
Governments and the Ayurvedic, Siddhz and Unani Drugs Techmcal
Advisory Board on any matter for the purpose of securing unifor-
mity throughout India in the administration of this Act in so far as
it relates to Ayurvedic, Siddha or Unani drugs.

(2) The Ayurvedic, Siddha and TUnani Drugs Consultative
Committee. shall consist of two persons' to be nominated by the
Central Government ag representatives of that Government and not
more than one representative of each State to be nominated by the
State Government concerned.

_, (3) The Ayurvedic, Siddha and Unani Drugs. ‘Consultative
Committee shall meet when required to do so by the Central Gov-
ernment and shall regulate its own procedure,

33E. For the purposes of this Chapter, an Ayurvedic, Siddha or

Uﬁani_d,r-ug shall be deemed to be misbranded—

(@) if it is so coloured, coated, powdered or polished that
damage is concealed, or if it is made to appear of better or
greater therapeuuc value than it really is; or

(b) if it is not labelled in the prescribed manner; or

(c) if its label or container or anything accompanying the '

drug bears any statement, design or device which makes any
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false claim for the drug or which is false or mlsleadlng in any
particular,

33EL, For the purposes of this Chapter, an Ayurvedlc Slddha
or Unani drug shall be deemed to be adulterated,—

(a) if it consists, in whole or in part, of any filthy, putrid
or decomposed substance; or

(b) if it has been prepared, packed or stored under insani-

tary conditions whereby it may have been contaminated with

- filth or whereby it may have been rendered injurious to health;

~ ’ or .

i k-

(¢) if its container is composed, in whole or in part, of any

poisonous or deleterious substance which may render the con-
tents injurious to health; or

(d) if it bears or contains, for purposes of colouring only, a
colour other than one which is prescribed; or

(e) if it contains any harmful or toxic substance which may
render it injurious to health; or

reduce 1ts quality or strength

E’xplanatwn —For the purpose of clause (a), a drug shall not
be deemed to consist, in whole or in part, of any decomposed subs-
tance only by reason of the fact that such decomposed substance is
the result of any natural decomposition of the drug:

‘Provided that -such decomposition is not due to any negligence

on the part of the manufacturer of the drug or the dealer thereof and

~ -that it does not render the drug injurious to health.

33EEA. For the purposes of this Chapter, an Ayurvedic, Siddha
or Unani drug shall be deemed to be spurious— ‘

(a) if it is sold, or offered or exhibited,for sale, under a name
which belongs to another drug; or '

(b) if it is an imitation of, or is a substitute for, another
drug or resembles another drug in a manner likely to deceive,
or bears upon it or upon its label or container the name of
another drug, unless it is plainly and conspicuously marked so
as to reveal its true character and its lack of identity with such

other drug; or

(¢) if the label or container bears the name of an. individual
or company purporting to be the manufacturer of the drug,
which indivi’dual or company is fictitious or does not exist; or

(d) if it has been substituted wholly or in part by any
other drug or substance or

(e) if it purports to be the product of a manufacturer of
whom it is not truly a product. L

(f) if any substance has been mixed theréwith so as to-

% o BT s, e e e e e

: - e et e e,

F ' ‘ i 5 T e e e e
% - R R e B NN - . : . ; :

i A . B ’ . . . I L s o K ) E i

4

38

Adultera.
ted
drugs,

Spurious
drugs.



Regula-
tion of
manufac-
ture for
sale of
Ayurve-
dic, Sid-
. dha and
Unani

. drugs.

. Prohibi-
tion of
manu-
facture:

- and sale

‘of certain
Ayurve-
dic,
Siddha
and
Unani
drugs.

~ Power
- of Cen-

tral Gov-

ernment
to prohi-
bit manu-
facture,
efc., of
Ayurve.
- die, Sid-
dha or
 Unani

. drugs

+ in pub-
»lie -
- terest, |

. Drugs and Cosmetics (Amendinent) - [Acr 68

33EEB. No person shall manufacture for sale or for distribution
any Ayurvedic, Siddha or Unani drug except in accordance with
such standards, if any, as may be prescribed in relation to that drug.

33EEC. From such date as the State Government may, by

" notification in the Official Gazette, specify in this behalf, no person,

elther by himself or by any other person on his behalf, shall—
(a) manufacture for sale or for distribution—

(i) any misbranded, adulterated or spurious Ayurvedie,
Siddha or Unani drug;

(i1) any patent or  proprietary medicine, unless there is
displayed in the prescribed manner on the -label or con-
‘tainer thereof the true list of all the ingredients contained
in it; and

(i) any Ayurvedie, S1ddha or Unani drug in contra-

vention of any of the provisions of thls Chapter or any rule
made thereunder;

_ (b) sell, stock or exhibit or offer for sale oi; distribute any
Ayurvedic, Siddha or Unani drug which has been manufactured

in contravention of any of the provisions of thlS Act, or any rule
made thereunder;

(¢) manufacture for sale or for distribution, any Ayur-
vedic, Siddha or Unani drug, exeept under, and in accordance
with the conditions of, a licence issued for such purpose under
this Chapter by the prescrlbed authority:

Provided that nothing .in this section shall apply to Vaidyas

and Hakims who manufacture Ayurvedic, Siddha or. Unani drug

for the use of their own patients:

Provided further that nothing in this section ghall apply.to the
manufacture, subject to the prescribed conditions, of small quantities

- of any Ayurvedic, Siddha or Unani drug for the purpose of exami-

nation, test or analysis.

33EED. Without prejudice to any other provision contained in
this Chapter, if the Central Government is satisfiled on the basis of
any evidence or other material available before it that the use of
any Ayurvedic, Siddha or Unani drug is likely to involve any risk
to human beings or animals or that any such drug does not have the

‘therapeutic value claimed or purported to be claimed for it and that

in the public interest it is necessary or expedient so to do then, that
Government may, by notification in the Official Gazette, prohibit -

‘the manufacture, sale or distribution of such drug.”,
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32, In section 33F of the principal Act, after sub-section (2), the
following sub-section shall be inserted, namely:— -

“(3) No person who has any financial interest in the manu-
facture or sale of any drug shall be appointed to be a Government
Analyst under this section.”,

33. For sections 33-I and 33J of the pr1nc1pa1 Act, the follnowmg sec-
tions shall be subs’cltuted namelv —

“33-I. Whoever himself or by any other person on his behalf—
(1) manufactures for sale or for distribution,—

(a) any Ayurvedic, Siddha or Unani drug—
(i) deemed to be adulterated under section 33EE, or

(it) without a valid licence as required under clause -

(c) of section 33EEC,

shall be punishable with imprisonment for a term which
may extend to one year and with fine which shall not be less
‘than two thousand rupees;

(b) any Ayurvedic, Siddha or Unani drug deemed to be

spurious undér section 33EEA, shall be punishable with im-

~ prisonment for a term. which shall not be less than one year

but which may extend to three years and with fine which
shall not be less than five thousand rupees: ‘

-Provided that the Court may, for any adequate and spec1a1

reasons to be mentioned in the judgment, impose a sentence of

imprisonment for a term of less than one year and of fine of less
than five thousand rupees; or '

(2) contravenes any other provisions of this Chapter or
of section 24 as applied by section 33H or any rule made under
this Chapter, shall be punishable with imprisonment for a term
which may extend to three months and with fine which shal'l
not be less than five hundred rupees.

33J. Whoever having been convicted of an offence,—

(a)' under clause (a) of sub-section (I) of section 33-I is
again convicted of an offence under that clause, shall be punish-
able with imprisonment for a term which may extend to two
years and with fine which shall not be lese than two thousand
rupees;

() under clause (b) of sub-section (I) of section 33-1 is
again convicted of an offence under that clause, shall be punish-
able with imprisonment for a term which shall not be lesg than

two years but which may extend to six years and with fine

which shall not be lesg than five thousand rupees:
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Provided that the Court may, for any adequate and ‘special
reasons to be mentioned in the judgment, impose a sentence of -
1mpr1sonment for a term of less than two years and of fine of
less than five thousand rupees;

(©) under sub-section (2) of section 33-I is again convicted
of an offence under that sub-section, shall be punishable with
imprisonment for g term which may extend to six months aqd
with fine which shall not be less than one thousand rupees.’

Alneﬁd* 34. Tn section 33M of the principal Act,—

ment of

section (¢) in sub-section (1), the words, brackets, figures and letter
33M. “with the previous sanction of the authority specified under sub-

_section (4) of section 33G” shall be inserted at the end;

(b) in sub-section (2), for the words “of a Presidency Magis-
trate or of a Magistrate of the first class”, the words “of a Metro-
politan Magistrate or of a Jud1c1a1 Magistrate of the first class” shall
be substituted. .

Amend- 35. In section 33N of the principal Act,—
ment of

( section (@) in sub-section (1), in the opening portion, for the words
33N,  “after consultation with the Board”, the words “after consultation

~with; or on the recommendation of, the Board” shall be substituted;
(b) in sub-section (2),— o - -
(1) in clause (e),—

. (i) after the words “or Unani drugs,”, the words “and
o for sale of processed Ayurvedic, Siddha or Unani drugs,”
‘ shall be inserted; :

. (3) the words “and provide for the cancellation or
suspension of such licences in.any case where any provision
of this Chapter or rules made thereunder is contravened or
any of the conditions subject to which they are issued is not
complied with” shall be inserted at the end;

(2) “for clause (f) the following clause shall be substltuted :
namely: —

i

“(f) prescribe the conditions to be observed in the
packing of Ayurvedic, Siddha and Unani drugs including the
use of packing material which comes into direct contact with
the drugs, regulate the mode of labelling packed drugs and

- prescribe the matters wmch shall or sha]l not be included
in such labels;”; - :

‘(3) after clause (9), the following clauses shall be inserted,
namely:—

“(gg) prescribe under clause (d) of section 33EE the
colour or colours which an Ayurvedic, Siddha or Unam
drug may bear or contain for purposes of colourmg,

‘(gga) prescribe the standards for Ayurvedic, Siddha or
Unani drugs under section 33EEB ;.
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- 36 After section 34A of the pr1nc1pal Act, the followmg sectlon shall
be inserted, namely —_

“34AA. Any Inspector exercising powers under this Act or the
rules made thereunder, who,—

(a) without reasonable ground of suspicion searches any
place, vehicle, vessel or other conveyance; or

(b) vexatiously and unnecessarily searches any person; or

(c) vexatiously and unnecessarily seizes any drug or. cos-
metic, or any substance or article, or any record, reg,lster docu-
ment or other material object; or :

(d)- commits, as such Inspector, any other act, to the injury
of any person without having reason to believe that such act is
required for the execution of his duty,

shall be punishable with fine which may extend to one thousand
rupees.”.

37. In section 35 of the principal Act, in sub-section (1), for the
words “it shall be lawful for the Court before which the conviction
takes place to cause”, the words “the Court before which the conviction

takes ‘place shall, on application made to it by the Inspector, cause” shall
be substituted.

38.-In rsec’.cion 36 of the principal Act—

: (@) for the words and figures “the Code of Criminal Procedure,
5of 1893,  1898”, the words and figures “the Code of Criminal Procedure, 1973
2 of 1974 ~ shall be substituted;

(b) for the words “any Presidency Magistrate or any Magis-
trate of the first class”, the words “any Metropolitan Magistrate or
any Judicial Magistrate of the first class” shall be substituted.

39. After section 36 of the principal Act, the following sect1on shall
be inserted, namely:—

“36A. Notwithstanding anything contained in the Code of Crimi-

2 of 1974, nal Procedure, 1973, all offences under this Act punishable: with
imprisonment for a term not exceeding three years, other than an

offence under clause (b) of sub-section (I) of section 33-I, shall be

‘tried in a summary way by a Judicial Magistrate of the first class

specially empowered in this behalf by the State Government or by

a Metropolitan Magistrate and the provisions of sections 262 to 265

(both inclusive) of the said Code shall, as far as may be, apply to
such trial: T 3

Provided that, in the case of any conviction in-a summary trial
under this section, it shall be lawful for the Magistrate to pass a
sentence of imprisonment for a term not exceeding one year:

Provided further that when at the commencement of, or in the
course of, a summary trial under this section it appears to the

Magistrate that the nature of the case is such that a sentence of

Inser-
tion of
new sec-
tion
34AA.

Penalty
for vexa-
tious
search
or sei~
zure.

Amend. -

ment of -
section -

35,

Amend-
ment of ..
section
36,

e

Inser-
tiOn of
new sec-
tion 36A.

Certain
offences
tO be'
tried-
summarily.



‘ 364 S Drugs and Cosmetics '(A‘mmdmmtk)' B . ‘[ACT 68 oF '; 982]

Amend-

merit of
section
38,

Amend-
ment of
First
3Sche-
-dule,

Transi-
tory pro-
vision,

imprisonment for a term exceeding on€ year may have to be passed
or that it is, for any other reason, undesirable to try the case sum- -
marily, the Magistrate shall, after hearing the parties, record - an
order to that effect and thereafter recall any witness who has been
examined and proceed to hear or rehear the case in the manner
provided Dy the said Code.”.

40. In section 38 of the principal Act, for the words “and if before
the expiry of the session in which it is so laid or the successive sessions

. aforesaid”, the words “and if, before the expiry of the session imme-

diately following the session or the successive sessions aforesaid” shall

- be substituted.

41. In the First Schedule to the principal Act,—

(a) for the heading “A.—AYURVEDIC (INCLUDING SIDDHA) SYSTEM”,
the heading “A.—AYURVEDIC AND SIDDHA sYsTEMs” shall be subs-
tituted; .

(b) for the heading “B.—Uwnawnt (T1BB) SYSTEM’ the heading
“B.—UnANI T1BB sYSTEM” shall be substituted.

42, (1) Until the constitution of the Ayurvedic, Siddha and Unani
Drugs Technical Advisory Board in accordance with the provisions of
the principal Act, as amended by this Act, the Ayurvedic and Unani
Drugs Technical Advisory Board constituted in accordance with the pro-
visions of the principal Act and functioning immediately before the
commencement of this Act shall be deemed to be the Ayurvedic, Siddha
and Unani Drugs Technical Advisory Board constituted in accordance
with the provisions of the principal Act as amended by this Act and
shall continue to function as it this Act had not been passed.

(2) On the constitution of the Ayurvedic, Siddha and Unani Drugs
Technical Advisory Board in accordance with the provisions of the
principal Act, as amended by this Act, every person nominated as a mem-
ber of the Ayurvedic and Unani Drugs Technical Advisory Board, in
accordance ‘with the provisions of the principal Act, and holding office
as such member immediately before such constltutlon shall be deemed

to have vacated his ofﬁce



