
REGISTERED No. D-(D)-72

The Gazette of India

EXTRAORDINARY

PART II—Section 3—Sub-section (i)

PUBLISHED BY AUTHORITY

No. 359] NEW DELHI, THURSDAY, NOVEMBER 4, 1976/KARTIKA 14, 1898

Separate paragraph given to this Part in order that it may be filed
as a separate compilation.

MINISTRY OF HEALTH AND FAMILY PLANNING

(Department of Health)

NOTIFICATION

New Delhi, the 4th November 1976

G.S.R. 866(E).—The following draft of certain rules 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 section 12
and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is published as required by
the said sections for the information of all persons likely to be affected thereby; and notice
is hereby given that the said draft rules will be taken into consideration after the expiry of
a period of 90 days from the date on which the copies of the official Gazette containing
this notification are made available to the public.

Any objections or suggestions which may be received from any person with respect to
the said draft rules before the expiry of the period so specified will be taken into consider-
ation by the Central Government

(2639)



26)^0 ™ E GAZETTE OF INDIA EXTRAORDINARY PART U—Qm. W*>

DRAFT RULES

1. These rules may be called the Drugs and Cosmetics (Amendment) Rules, 19J$.

2. In the Drugs and Cosmetics Rules, 1945, for rule 44, the following rule sfcufl b*
substituted namely.

"44—Qualifications, of Government Analyst.—A person appointed as a Govermjuent
Analyst under the Act shall be a person who—

(a) is a. graduate in medicine or science or pharmacy or pharmaceutical chemistry
of a University recognised for this purpose by the appointing authority and
has had not less than eight years' post-graduate experience in the testing ot"
drugs in a laboratory under the control of (i) a Government Analyst ap-
pointed under the Act, or (ii) tho head of an Institution or testing labo-
ratory approved for the purpose by the appointing authority, or

(b) possesses a post-graduate degree in medicine or science or pharmacy or phar-
maceutical chemistry of a University recognised for this purpose by the
appointing authority or possesses the Associateship Diploma of the Institu-
tion of Chemists (India) obtained by passing the said examination with
'Analysis of Drugs and Pharmaceuticals' as one of the subjects and has had.
not less than three years' experience in the resting of drugs in a laboratory
under the control of (i) a Government Analyst appointed under the Act,
or (ii) the head of an Institution or testing laboratory approved for the
purpose by the appointing authority;

Provided that—•

(i) for the purpose of examination of items in Schedule C, the person appointed
under clause (a) or clause (b) should bo able to produce evidence of
satisfactory training in physiology, bacteriology or aerology or pathology
or pharmacology or microbiology and should have experience of testing
of biological products included in Schedule C in an institution or testing
laboratory approved by the appointing authority for a period of not less
than five years in the case of a person appointed under clause (a) and of
not less than three years in the case of a person appointed under clause
(b);

(ii) for a period of four yeurx from the date on which Chapter IV of the Act
lakes effect in the Stales, persons, whose training and experience are
regarded by the appointing authority as affording, subject to such further
training, if any, as may be considered necessary, a reasonable guarantee
of adequate knowledge and competence, may bi-. appointed as Govern-
ment Analysts. The persons so appointed may, if the appointing autho-
rity so desires, continue in service after the expiry of the said period of
four years;

(iii) no person who is engaged directly or indirectly in any trade or business
connected with the manufacture of drugs shall be appointed as a Gov-
ernment Analyst for any area.

Provided further that for the purpose of examination of Aiiti.wni, Toxoid and Vaccines
and Diagnostic Antigens for Veterinary use. the person appointed shall be a person who is
a graduate in Veterinary Science, or general science, or medicine or pharmacy and has had
not less than eight years' experience in the standardisation of biological products or a. per-
son holding a post-graduate degree in Veterinary Science, or general science, or medicine or
pharmacy or pharmaceutical chemistry with an experience of not less than three years in
the standardisation of biological products:

Provided also that persons, already appointed as Government Analysts may con-
tinue to remain in service, if the appointing authority so desires, notwith-
standing the fact that they do not fulfil the qualifications as laid down in

clause (a), clause (b) or (he preceding proviso.".

FNo. X.tl013/2/76-O&MS]

SHRAVAN KUMAR, Jt, Secy,
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