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MINISTRY OF HEALTH AND FAMILY
WELFARE

NOTIFICATION

New Delhi, the 1st October, 1983

G.S.R. 779(E).—The following draft of certain
rules further to amend the Drugs and Cosmetics
Rules, 1945 which the Central Government pro-
poses 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, 1940 (23 of 1940), is
hereby 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 on
or 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 published 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 aforesaid period
of ninety days will be taken into consideration by
the Central Government.

Objections or suggestions, if any, may be sent
to the Secretary to the Government of India,
Ministry of Health and Family Welfare, Ninnan
Bhavan, New Delhi.

DRAFT RULES

1. These rules may be called the Drugs and
Cosmetics (Amendment) Rules, 1983.

2, In the Drugs and Cosmetics Rules, 1945
(hereinafter referred to as the said rules), in rule
71, in condition 1, for the first proviso, the fol-
lowing provisos shall be, substituted, namely :—

"provided that for the purpose of manufacture
of formulations,—

(a) it shall be necessary for the whole-time
employee under whose active direction
and personal supervision the manufac-
ture is conducted to have the qualifica-
tions specified in clause (a) ;

(b) any person, holding the qualifications
specified in clause (b), clause (c) or
clause (d) and who was working in a
manufacturing division of a licensee im-
mediately before the commencement of
the Drugs and Cosmetics (Amendment)
Rules, 1983, may after the completion of
three years service in that capacity be
recognised as a competent technical
staff :

Explanation.—For the purpose of this rule,
"manufacture of formulations" includes
the processing of a drug into a dosage
form ready for internal or external ad-
ministration to human beings or animals:

Provided further that any person who was im-
mediately before the commencement of the Drugs
and Cosmetics (Amendment) Rules, 1983, actively
directing and personally supervising the manufac-
ture of drugs and whose name was accordingly
entered in Form 25 as expert staff shall be deemed
to be qualified for the purpose of this rule"



3. In rule 76 of the said rule3, in condition 1,
for the first proviso, the following provisos shall
be substituted, namely :—

"Provided that for the purpose of manufac-
ture of formulations,—

(a) it shall be necessary for the whole-tune
employee under whose active direction
and personal supervision the manufac-
ture is conducted to have the qualifica-
tions specified in clause (a) ;

(b) any person holding the qualifications spe-
cified in clause (b), clause (c) or clause
(d) and who was working in a manufac-
turing division of a licensee immediately
before the commencement of the Drugs
and Cosmetics (Amendment) Rules,
1983.

may after the completion of three years service m
that capacity be recognised as a competent tech-
nical staff :

Explanation.—For the purpose of this rule,
"manufacture of formulations" includes the
processing of a drug into a dosage form
ready for internal or external administra-
tion to human beings or animals :

Provided further that any person who was im-
mediately before the commencement of the Drugs
and Cosmetics (Amendment) Rules, 1983, actively
directing and personally supervising the manufac-
ture of drugs and whose name was accordingly en-
tered in Form 28 as approved expert staff shall be
deemed to be qualified for the purpose of this
rule.".

[No. X. 11O13|7|81-DMS&PFA]
S. V. SUBRAMANIYAN, Jt. Secy.

PUNTED BY THE M4JJM3ER, QOVT OF INDIA PRESS, RINO ROAD, NEW DEI HT-11004)4
*ND PUBLISHED BY THE CONTROIFER OF PUBT 1CATJONS, DELHI-110051, ! M »




