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sqeca fAafawraret 6 g9 "Haee 96T §
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health & Family Welfare)
NOTIFICATION
New Delhi, the 16th March, 2016

G.S.R. 312(E).—The following draft rules further to amend the Drugs and Cosmetics Rules, 1945,
which the Central Government proposes to make, in exercise of the powers conferred by section 12 and
section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), after consultation with the Drugs Technical
Advisory Board, is hereby published for information of persons likely to be affected thereby, and notice is
hereby given that the said draft rules shall be taken into consideration on or after the expiry of a period of
forty-five days from the date on which the copies of the Gazette of India containing these draft rules are made
available to the public.

The objections and suggestions which may be received from any person with respect to the said draft
rules within the period specified above, will be considered by the Central Government.

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of
Health and Family Welfare, Government of India, Room No. 414°A’ D-Wing, Nirman Bhawan, New Delhi-
110011.

Draft rules
1. (1) These rules may be called the Drugs and Cosmetics (Third Amendment) Rules,
2016.
(2) They shall come into force on the date of their final publication in the Official
Gazette.

2. In the Drugs and Cosmetics Rules, 1945, in Schedule K, for serial numbers 35 and 35 and the entries
relating there to, the following serial numbers and entries shall be substituted, namely:-
Class of Drugs Extent and Conditions of Exemptions

“35. Homeopathic hair oils having active ingredients up | The provisions of Chapter IV of the Act and
to 3X potency only. the rules made thereunder which require
them to be regulated with a sale license
subject to the condition that such products
have been manufactured under a valid
manufacturing license and sold in the
original sealed packing of the licensed
manufacturers.

36. Custom made devices. All provisions of Chapter IV of the Act and
the rules made thereunder, subject to the
condition that the device being specifically
made in accordance with a duly qualified
medical practitioner’s written prescription
under his responsibility, in accordance with
specific design, characteristics and the same
is intended for the sole use of a particular
patient and the label contain the words
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‘custom made device’.

Explanation.- Mass produced devices, which
only need adoption to meet the specific
requirement of a medical practitioner or any
other professional user, shall not be
considered as custom made device.

37. Zinc sulphate tablets and oral solutions having 10 | The provisions of Chapter IV of the Act and
mg and 20 mg of elemental zinc. the rules made thereunder which require
them to be regulated by a sale license,
subject to the condition that such products
have been manufactured under a valid drug
manufacturing license.”.

[F. No. X. 11014/5/2012-DFQC]
K. L. SHARMA, Jt. Secy.

Note: The principal rules were published in the Gazette of India vide notification number F.28-10/45-H (1)
dated 21st December, 1945 and last amended vide notification number GSR 287(E) dated the
08.03.2016.

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.



