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A
BILL

to amend the Drugs Act, 1976.

It is necessary to amend the Drugs Aot,1976 (XXXI of 1976) to provide for a regulatory
and enforcement mechanism against the increasing menace of adulterated and sub-
standard cosmetics; toensure efficacy and standard of cosmetics; and for the ancillary
matters.

It is hereby enacted as follows,-

1. Short title and commencement. - (l) This Act may be cited as the Drugs
(Amendment) Act2023.

(2) It shall come into force at once. - l- -

2. Amendment of preamble of Act XXXI of 1976.- In the Drugs Act, 1976
(XXXI of 1976), herein after refered to as 'the Act', in the preamble, after the word
"drugs", the words "and cosmetics" shall be added.

Amendment of section 3 of Act XXXI of 1976.- In the Act,in section 3:

(a) in clause (a), for the expression ""adulterated drug" means a drug-", the
expression ""adulterated drug" or "adulterated cosmetic article" means drug or a
cosmetic article-" shall be substituted;

after clause (b), the following clause @b) shall be inserted:

"(bb) "article of cosmetics" means all articles used inmanufacturing, quality
control, quality assurance and sale of the cosmetics and include raw
materials, intermediates, in process materials, packaging material, finished
products, warehouses for storage and transport vehicles and any other
materials used for the conduct of cosmetics business;";

in clause (c), after the word "drug", the words "orcosmetic article" shall be
inserted;

in clause (d), after the word "drug", the words "orcosmetic article" shall be
inserted;

after clause (e), the following new clauses (ea),(eb), (ec) and (ed) shall be
inserted:

"(ea) "cosmetics" or "cosmetic article" includes:

an article meant for rubbing, pouring, sprinkling or spraying otr,
introducing into, or applying to the human body or any part thereof for
cleansing, beautiffing, promoting attractiveness, or altering the
appoarance;

(i) an article which may be used in manufacturing of, or as a component of
any of the above articles; and

(ii) such other article as may be prescribed;
(eb) "cosmetics business" means any undertaking, whether or not for
profit, carrying out any of the activities related to any stage of
manufacturing, processing, packaging, storage, transportation,
distribution, stock, sale, sale of cosmetics, and includes services of
saloon, parlor, sp4 pedicure, manicure, waxing, hair straightening, hair
coloring and massage services;
(ec) "cosmetics operator" means a person who camies out cosmetics

(b)

(c)

(d)

(e)
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business; and
(ed) "counterfeit cosmetics" means the cosmeticsor the label or outer
packing of which is an imitation of or resembles or so nearlyresembles as

may be to deceive the label or outer-packing of cosmetics of another
cosmetics product;";

(f) for clause (h), the following shall be substituted:

"(h) "expiry date" means the date stated on the label of a drug or a
cosmetic article after whichthe drug or the cosmetic article is
not expected to retain its claimed efficacy, safety, quality or
potency or after which it is not permissible to sell the drug or the
cosmetic article;";

(g) in clause (o), after the word "drug", the exprgssion "or acosmetic article"
shall be inserted;

(h) in clause (p), after the expression "drug", the words "orcosmetic article"
shall be inserted;

(i) after clause (p), the following clause (pa) shall beinserted:

"(pa) "license" means the license granted under this Act or the rules or the
regulations framed thereunder;";

(a) after clause (q), the following clause (qa) shall be inserted:

"(qa) "Provincial Licensing and Registration Board" means the
Licensing and Registration Board constituted by the
Governmentunder section 6A of this Act;";

(b) in clause (r), after the word "drug", wherever occurs,the words "or
cosmetics" shall be inserted;

(c) after clause (r), the following clause (ra) shall be inserted:

"(ra) "misbranded cosmetics" means the cosmetics which are not
labelled in the prescribed manner;";

(d) after clause (ta), the following clauses (tb) shall be inserted:

"(tb) "prohibited substances" means the prescribed substances
which are prohibited to be used in cosmetics;";

(e) in clause (ze), the full stop at the end shall besubstituted with a

semicolon where after the following clauses (zD, @g) and (zh)
shall be inserted:

"(zf) "standards" when applied to cosmetics means such standards
as may be prescribed in the rules;";

(zg) "Standard cosmetics" means cosmetics which comply with all
standards applicable to cosmetics under this Act or the
rules;and

(zh) "Substandard cosmetics" means cosmetics which are not of
standards applicable under this Act or the rules.".

4. Amendment of section 6 of Act XXXI of 1976.- In the Act, in section 6, after
the word "drugs", wherever occurs including the marginal heading, the words "and
cosmetics" shall be inserted.

5. Insertion of section 64' in Act XXXI of 1976.- In the Act, after section 6,
following new section 6A shall be inserted, namely;-

"6A. Licensing and registration of cosmetics.- (l) No person shall use
any place for cosmetics business unless licensed by the Licensing and
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Registration Boardin the prescribed manner and the Govemment shall, by
notification in the official Gazette, fix the date after which no
cosmetics shall be allowed to be manufactured, stored, distributed or sold
without license.

(2) The Licensing and Registration Board, having such

composition as may be prescribed, shall regulate the manufacturing and

sale of cosmetics,and may for that purpose make such regulations, and

issue such directions, for licensing of cosmetics operatoror business,
and registration of cosmetics, to themanufacturers, importers, exporters,
stockists, retailersand cosmetic operators or any other seller of cosmetics,
asit may deem fit.

(3) No cosmetics shall be registered without clearance
certificate from a testing laboratory notified by the Licensing and
RegistrationBoard. ..-

(4) The Licensing and Registration Board ffi&y, subject to
such conditions as it maydetermine, delegate any of its functions and
powers underthis Act or the rules and regulations to any one or more of its
members or any other person or authority.".

6. Amendment of section 9,4. of Act XXXI of 1976.- In the Act, in section 94, in
subsection (1), after the words "licensing authority", the expression ", Provincial
Licensing and Registration Board" shall be inserted.

7. Amendment of section 10 of Act XXXI of 1976.- In the Act, in section 10, for
subsection (1), the following shall be substituted:

"(1) The Federal Government or, as the case may be, the Government, may constifute
committees of experts on drugs and cosmetics evaluation, standards or specifications,
toxicity or prohibited substances, on Pakistan Pharmacopoeia, on Advertising and on
such other matters as may benecessary for the purposes of this Act.";

8. Amendment of section 11 of Act XXXI of 1976.- In the Act,in section 1 1:

(a) in subsection (5):

(i) in clause (a), for the words "drug is", the words "drugs or
cosmetics are" shall be substituted;

(ii) in clause (a), after the word "drugs" the words"or cosmetics" shall
be inserted;

(iii) in clause (b), after the word "drugs" occurring for the first time,
the words "or cosmetics" shall be inserted;

(iv) in clause (d), after the word "drugs", the words "or cosmetics"
shall be inserted;

(v) in clause (i), after the word "drugs" occurring for the first time, the
words "or cosmetics" shall be inserted; and

(vi) in clause (i), the word "drug" occurring before the word "testing"
shall be omitted;

(b) after subsection (7), the following new subsections (8) and (9) shall be

added:

"(8) In addition to the above powers and those powers
provided under sections 41 and 4lA of this Act, the Quality
Control Board or the Quality Control Board, as thq case may be,

in relation to the cosmetics, may:

(a) on the complaint or on informationreceived from an
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inspector, havingreason to believe that a cosmetics operator is
doing cosmetics business in contravention of the provisions of
this Act or the rulesor the regulations, after recording reasons
in writing, impose fine upon the cosmetics operator;

(b) on the report or information received from an

inspector, de- seize the cosmetics, and issue orders for
destruction of such seized cosmetics;

(c) on an application of a cosmetics operator, de-seal the
cosmetics business with suitable directions regarding
destruction of seized cosmetics; and

(d) recover the fine imposed under this Act, the rules or
the regulations to the extent .of -cosmetics, as arrears of land
revenue and, for the purpose, may authorize an offtcer to
exercise the power of Collector under the Punjab Land
Revenue Act,|967(XXVII of 1967):

Provided that the fine imposed or recovered in respect of
cosmetics, under this Act, the rules or the regulations shall be
deposited in Government treasury.

(9) If a cosmetics operator is convicted of anoffence under this Ac| and
the QualityControl Board or the Quality Control Board asthe case may be is

satisfied that the health risk exists with respect to the cosmetics business it may
impose prohibitions on:

(a) use of a premises or equipment forpurposes of the cosmetics
businessor for any other process or treatment or for any other
purpose; and

(b) a cosmetics operator to conduct oroperate the cosmetics business
with or without speciffing period ofsuch prohibition.".

(c) after the word "classes of drugs", the expression ", and such
cosmetics or classes of cosmetics" shall be inserted; and

(d) in the first proviso, after the word "drugs", the words "or
cosmetics" shall be inserted.

9. Amendment of section 17 of Act XXXI of 1976.- In the Act,in section 17, in
the first proviso, after the word "drug", the words "or cosmetics" shall be inserted.

10. Amendment of section 18 of Act XXXI of 1976.- In the Act,in section 18:

(a) in subsection (1), after the words "licensing authority", the
expression "or, as the case may be, the Licensing and Registration
Board" shallbe inserted;

(b) in subsection (l), after the word "drug" and the word "drugs"
wherever occur, the words "or cosmetic article" and the words
"cosmetics" shallrespectively be inserted;

(c) after subsection (1), the following new subsections (1a), (1b), (1c)
and (1d) shall be inserted:

"(la) If an Inspector has reason to believe that a cosmetics
business or cosmetics operator has failed to comply with
any of the provisions of this Act or the rules, he may serve
an improvement notice upon the cosmetics business or
cosmetics operator:

(a) stating the grounds for believing that the cosmetics
business or cosmetics operator has failed to comply with
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any provisions of this Act or the rules;

(b) speciffing the matters which constitute non- compliance
on the par.t of thecosmetics business or cosmetics operator;
and

(c) intimating the measures which the cosmetics business or
cosmetics operator should take in order to secure

compliance with the relevant provisions of the law.

(lb) If the cosmetics business or cosmetics operator fails to
comply with the improvement notice within the prescribed
time, the Quality Control Board or the Quality Control
Board, as the case may be, on the report of lnspector, take
action under this Act.

(lc) If an Inspector is satisfied that-the-health risk condition exists
with respect to any cosmetics business; he may, after
serving a notice on thecosmetics operator, and for reasons
to be recorded in writing, restrain the cosmetics operator
from carrying on the cosmetics business with or without
specifuing conditions or period of such restraint.

(ld) The Inspector shall, within twenty four hoursof the action
taken under subsection (1c), report such action to the

QualityControl Board or the Quality Control Board, as the
case may be, which may, after serving a notice on the
cosmetics operator and for reasons to be recorded in
writing, confirm, modify or set aside the order of the
Inspector.".

Amendment of section 19 of Act XXXI of 1976.- In the Act,in section 19:

(a) in subsection (l), after the word "drug" wherever occurs except
occurring in subsection (4) for the third time, the words "or
cosmetic article" shall be inserted;

(b) in subsection (2), the following proviso shall be added:

"Provided further that where an inspector takes sample of
cosmetics, only one sample shall be sent to Laboratory for the
purpose of test and analysis.";

(c) in subsection (4), after the word "drug", wherever occur, the
words "or cosmetics" shall be inserted; and

(d) after subsection (7), the following new subsections
(8) and (9) shall be added:

"(8) A person claiming back seized cosmetics may, within
seven days of the seizure, make an application to the Quality
Control Board and it may confirm such seizure, wholly or in
partly, or may order that it be restored to the claimant.

(9) If an application is not made within seven days
under subsection (2), the cosmetics shall be forfeited to the
Government through the Quality Control Board, as the case may
be, and the forfeited cosmetics may be destroyed or auctioned in
the prescribed manner, and the amount or value of auctioned
cosmetics shall be deposited in Provincial Govemment treasury.".

Amendment of section 20 of Act XXXI of 1976.- In the Act,in section 20:

(a) in the marginal heading, after the word "drugs", the words "or
cosmetics" shall be inserted;

12.
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(b) after the word "drug", wherever occurs, the words "or cosmetic
article" shall be inserted.

13. Amendment of section 21 of Act XXXI of 1976.- In the Act,in section 21, after
the word "drug" wherever occurs, the words "or cosmetic article" shall be inserted.

14. Amendment of section 22 in Act XXXI of 1976.- In the Act, in section 22:

(a) for subsection (1), the following shall be substituted: "(l) The
Government Analyst to whom a sample of any drug or cosmetics
has been submitted for test and analysis under sub-section (3) of
section 19 shall deliver to the Inspector submitting it a signed
report in quadruplicate in the prescribed form and forward one

copy thereof to the authority as ma!.be prescribed:
Provided that the Government analyst shalldeliver signed

report of cosmetics in duplicate to the inspector who submitted
the sample undersubsection (2) of section 19.".

(b) in subsection (2), after the word "drug", appearing for the first
time, the words "or cosmetics" shall be inserted.

(c) in subsection (3), the following proviso shall be added:

"Provided that in case of cosmetics clauses(b), (c) and (d)
shall not be applicable.".

(d) in subsection (4), the following proviso shall be added:

"Provided that the test and analysis report of cosmetics
signed by the Government analyst shall be admissible as

evidence of the facts stated thereinwithout formal proof and such
evidence shall beconclusive and shall not be challenged.".

15. Insertion of section 23A in Act XXXI of 1976.- In the Act, after section 23, the
following section 23A shall be inserted:

"23L. Offences and prohibitions of cosmetics.- No person shall himself
or by any other person on his behalf:

(a) manufacture for sale or sell-

(i) any counterfeit cosmetics;

(ii) any misbranded cosmetics'

(iii) any adulterated cosmetics;

(iv) any substandard cosmetics;

(v) any cosmetics after its expiry date;
(vi) any cosmetics which bear or claim to cure or

mitigate any such disease or ailment by means of
any statement, design, graphics or by any other
means;

(vii) any cosmetics containing prohibited substances'
(viii) any cosmetics under unhygienic conditions;
(ix) any cosmetics without having any valid license

under this Act or rules;

(b) supply an incorrect, incomplete or misleading information,
when required to furnish any information under this Act or
the rules;

(c) sell any cosmetics except under, and in accordance with
the provisions of this Act and the rules; and

(d) commit any other offence not covered under clauses (a),
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(b), (c) or (d).".

16, Amendment of section 27 of Act XXXI of 1976.- In the Act,in section 27:

(a) in subsection (l), for clause (a), the following shall be substituted:

"(a) exports, imports, manufactures or sells:

(i) any spurious drug; or
(ii) adulterated drug which causes death or physical

disability; or

(b) any drug which is not registered."; and in subsection (3a), after the word
"chemically", the word "up to" shall be inserted.

17. Insertion of section 30A in Act XXXI of 1976.- In the Act, after section 30, the
following new section 30A shall be inserted:

(30A. Punishment for contravention of provisions relating to
cosmetics.- Whosoever contravenes the proi,isions of section 23A shall
be punished with fine in case of contravention of:

(a) clause (a), sub-clauses (i) and (vii) which mayextend to
one million rupees but shall not be less than fifty thousand
rupees;

(b) clause (a), sub-clauses (iii) and (iv) which mayextend to
five hundred thousand rupees but shall not be less than
fifty thousand rupees;

(c) clause (a), sub-clause (v), (vi), (viii) and (ix), clause (b),
(c) and (d) which may extend to five hundred thousand
rupees but shall not be less than ten thousand rupees; and

(d) clause (a), sub-clause (ii) which may extend totwo hundred
thousand rupees but shall not be less than ten thousand
rupees.".

18. Insertion of section 31B in Act XXXI of 1976.- In the Act, after section 3lA,
the following new section 3lB shall be inserted:

"318. Appeal in case of cosmetics. - (1) Any aggrieved person may
prefer an appeal to the Drug Court within thirty days of the final order of
Quality Control Board, relating to cosmetics.

(2) An order of the Drug Court under subsection (l) shall be final.

(3) No application for review or revision shall lie against the final order,
in cases relating to cosmetics, of Quality Control Board.".

19. Amendment of section 40 of Act XXXI of 1976.- In the Act, in section 40: in
subsection (l), after the word "drug" wherever occurs, the words "or cosmetics" shall
inserted; and in subsection (2), aftsr the words "a drug" wherever occur, the words o'or

a 0osmetic article" shall beinserted.

20. Amendment of section 41 of Act XXXI of 1976.- [n the Act,in section 41:

(a) after the word "drug", wherever occurs, the word "orcosmetics"
shall be inserted;

(b) after the word "drugs", the words "or cosmetics"shall be
inserted; and

(c) after the words "Central Licensing Board", the words"Quality
ControlBoard" shall be inserted.

21. Amendment of section 41A of Act XXXI of 1976.- In theAct, in section
41A; after the word "drugs", wherever occur, the words "and cosmetics" shall be
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22. Insertion of sections 42A and 428 in Act )O(XI of 1976.-ln the Act, after

section 42, the following new sections 42A and 428 shall be added:

"42A. Toxicity or hazardous effects of cosmetics.- The Govemment
may by notification require information from any medical practitioner
including dermatologists in any area to report all occurrences of cosmetics
hazards or toxicity to the Quality Control Board.

42B. Recall procedure for cosmetics.- If the Quality Control Board has

re€rson to believe that any cosmetics are not in compliance with this Act or
the rules, it may, after recording reasons, order immediate withdrawal or
recall of such cosmetics from the market.".

23. Amendment of section 44 of Act XXXI of 1976.- In the Act,in section 44, in
subsection (1):

(a) in clause (a), after the word '.trugs", the words "andcosmetics"
shall be inserted;

(b) for clause (d), the following shall be substituted:

"(d) the conditions to regulate sale or storage or distribution of
drugs or any specific drug or a classof drugs, and of cosmetics
or any specific cosmetic article or a class of cosmetics;";

(c) in clause (e), after the word "drugs", the words "andcosmetics"
shall be inserted;

(d) in clause (Q, after the word "drug" occurring for the second time,
the words "and cosmetics" shall beinserted;

(e) after clause (f), the following clauses (fa) to (fe) shall be
inserted:

"(fa) specification of cosmetics and any other matter related to
cosmetics;

(fb) procedure for withdrawal or recall of drugs;

(fc) for prescribing the forms of Iicenses for manufacture

and sale of cosmetics or class of cosmetics, the form of application

for such licenses, the conditions subject to which such licenses

may be issued, the person under whose signature the same be

issued and the fees payable thereof;

(fd) for specifying the cosmetics or classes of cosmetics for import
or export of which a license is required, the testing of such
cosmetics, the form and conditions of suchlicenses, the authority
empowered to issue thesame, and the fees payable thereof; and

(fe) for prescribing types of registration of cosmetics, the form of
application for suchregistration, the conditions subject to which
such registration may be granted, the manner of registration and
post registration surveillance and deregistration of registered
cosmetics , and the fee payable thereof.".

STATEMENT OF OBJECTS AIID REASONS

It has been observed that un-regulated subject of cosmetics has emerged as a
burning issue related to the health; therefore, actions need to be taken in order to
safeguard the public from hazardous effects of these toxic substances used in most of
cosmetic products, available in market. Therefore, to combat the increasing menace of
adulterated and substandard cosmetics, to ensure efficacy and standard of cosmetics,

and for provision of quality cosmetics tothe people by introducing the enforcement
mechanism and providing an operative and regular monitoring system and strict
penalties.

sd/-
Mr. Qadir Khan Mandokhail
Member, National Assembly
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