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MINISTRY OF HEALTH AND FAMLY WELFARE

(Department of Health)

NOTIFICATION

New Delhi, the 25th February, 1997

G.S.R. 91 (E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, was published
as required by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), at pages 3 and 4 in the Gazette of India,
Extraordinary Part II, Section 3, Sub-section (i) dated the 1 lth January, 1996 under the notification of the Government of India
in the Ministry of Health and Family Welfare (Department of Health) No. GSR 23 (E) dated the 11th January, 1996 inviting
objections and suggestions from all persons likely to be affected thereby, before the expiry of a period of sixty days from the
date on which the copies of the Official Gazette containing the said notification were made available to the public;

And whereas copies of the said Gazette were made available to the public on the 29-1-96;

And whereas objections and suggestions received from the public on the said draft rules have been considered by the
Central Government.

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the said Act, the Central Government, after
consultation with the Drugs Technical Advisory Board, hereby makes the following rules further to amend the Drugs and
Cosmetics Rules, 1945, namely:—

1. (1) These rules may be called the Drugs and Cosmetics (1st Amendment) Rules, 1997.

(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in rule 64, in sub-rule (2),—

(a) in the second proviso, in clause (ii), the following shall be added at the end, namely :—

"or who holds a degree of a recognised University with one year's experience in dealing with drugs";

(b) after the second proviso as so amended, the following proviso shall be added, namely :—
"Provided also that,—

(i) in respect of an application for the grant of a licence in Form 20 or From 21 or both, the licensing
authority shall satisfy itself that the premises are on an area of not less than 10 square meters, and

(ii) in respect of an application for the grant of a licence—

(A) In Form 20 or Form 21 or both, and

(B) In Form 20B or Form 21B or both,
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the licensing authority shall satisfy itself that the premises are of an area not less than 15 square meters;
Provided also that the provisions of the preceding proviso shall not apply to the premises for which licences have been

issued by the licensing authority before the commencement of the Drugs and Cosmetics (1st Amendment) Rules, 1997".
3. In Schedule M to the said rales, after Note in, the following Note shall be inserted, namely :—

"Note IV:—Areas for formulations meant for external use and areas for formulations meant for internal use shall be separately

provided to avoid mix-up even though they are from the same category of formulations."

[No. X (11014/16/94-DMS & PFA]

RENU SAHANI DHAR, Jt. Secy.

Foot Note :- The Drugs and Cosmetics Rules, 1945 as amended upto 1-5-1979 is contained in the publication of the Ministry
of Health and Family Welfare (Department of Health) containing the Drugs and Cosmetics Act and the Rules
(PDGHS - 61) and last amended vide GSR. 552 (E) dated 4-12-96
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