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MINISTRY OF HEALTH AND FAMILY

WELFARE

NOTIFICATION

New Delhi, the 29th May, 1984

G.S.R. 415 (E):—The following draft of certain
tulea further to amend the Drugs and Cosmetics Rules,
1945, which the Central Government proposes to
make, after consultation with the Drugs Technical
Advisory Board, in exercise of the powers • conferred
by sections 12 and 33 of the Drugs and Cosmetics
Act, J94O C23 of 1940), is hereby published as re-
quired by the said sections for tlm ipformatic-n of
all persons likely to be affected thereby and notice

is hereby given that the said draft rides will be tafcen -
into consideration after the expiry of a period of
ninety days from the date on which the copies of
the Official Gazette in which this notification is pub-
lished are made available to the public.

Any objections- or suggestions which may be re-
ceived from any person with respect to the said draft
rules before the expiry of the aforesaid period will
be taken into consideration by the Central Govern-
ment

DRAFT RULES

1. Thee rules may be called the Drugs and Cos-
metics (Amendment) Ruled, 1984.

2. In the Drugs and Cosmetics Rules, ]945,—

(a) in part V, for the heading, the following
shall be substituted, namely:—

"Government Analysts, Inspectors, T icensi"g
Authorities and Controlling Authori-
ties";

(b) after rule 49, the following rule shall be
inserted namely:—

"49-A Qualifications of a licensing authori-
ty.

A licensing authority appointed by a State Gov-
ernment under the Act shall be a person who is a
graduate in Pharmacy or Pharmaceutical Chemisijv
from the University established in India by law and
has <tt least frvte years' experience in the manufac-
ture or testing of drugs or enforcement of the pro-
visions of the Act:

Provided that the requirement as to the academic
qualificition shall not apply to Inspectors appointed
under this Act and who acre in position on the date
of commencement of )the Drugs and Cosmetics
(Amendment) Rules, 1984";

(c) in rule 50, after sub-rule (3), the follow-
ing sub-rule shall be inserted, namely:—

"(4) The controlling authority appointed by a
State Government shall be a person who is a gra-
duate in Pharmacy or Pharmaceutical Chemistry
from an University established in India by law and
has at lea?t five years' experience in the manufac-
ture 6T testing of Drugs or inforcement of the
provisions of the Act :

Provided that the requirement as to the academic
qualification shall not apply to Inspectors appointed
under thh Act and who are in position on the date
of commencement of the Drugs and Cosmetics
(Amendment) Rules, 1984".

"NOTE,- The Drugs and Cosmetics Rules, 1945, as
amended upto 1-5-1979, h contain^' in
the publication of the Ministry of Health
and Family Welfare (Department of
Health) containing the Drugs and Cosme-
tics Acts and the Rules (PDGHS-61).
Subsequently the said rules have been
amended by the following notifications-
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published In Part II, section 3(i) of the
Gazette of India, namely;—
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