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MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health}
NOTIFICATION
Mew Delhi, thel5th November, 2008

G.5.R. TRI(E).—The following deaft of certain reles further to amend the Drugs apd Cosmetics Rules, | 945, which the
Central Government proposes to make, after consultation with the Drugs Technical Advisory Board, in exergise of the
powers canferred by Section 12 and Section 33 of the Drugs and Cosmetics Act, 1940 /(23 of 1940), is heveby published as
required by the said Sections, of the said Act, for the information of ali persons likely to be affected thereby, and the police
i hereby given that the said drafi rules shall be taken into considetstion after the expiry of a petiod of forty-five days from
the date on which the copies of the Official Gazette in which this notification is published, are made available to the public;

Objections or suggestions, if any, may be addressed 1o the Secretary, Ministry of Health and Family Welfare,
Government of India, Mirman Bharwan, Mew Dethi- 11001 1;

Any ebjection or suggestion which any be received from any person with respect 1o the said draft rules, befors the
expiry of the period as specified above, shall be tzken into consideration by the Central Govettument,

DRAFT EULES
1. {13 These rules may be called the Drogs and Cosmetics Fourth (Amendment) Rules, 2008
{2) They shall come into foree on the date of their final publication in the Official Gazette.
2. Inthe Drugs and Cosmetics Rules, 1945 (harcinafter referred fo as the said rules), in Schedube K,—

(i) n item pumber 3 1, under the colurmn clazs of drugs the sub-item {2), iamely “Amica Montana Hair Oil" shall
be omitted,

{i1) after item number 34, the following item shall be inserted, namely  —

*3%  Homeopzthic hair oils having The provisions of Chapter [V of the Act and the mules made
up to 3X potency only thereunder which require them to be covered by a sale licence,
subject to the condition that such a product has been manu-
fachwed pnder 2 valid drug manufacturing licence and are
sold in the criginal sealed packing of the licenced

manufacturers”.

3. Inthe said rules, in Schedule V, in the Table appended to it, against the Vitamin B- 12, under column 2 relating to
Unit, for the word “mg” the word “mcg” shalf be substituted,

[F, No. X -1§014/572008-DFQC)
DEBASISH PANDA, Jt. Secy.

Foatnete : The principal notifications were published in the Official Gazetre vide natification No, F, 28-10/45(1) dated
21-12-1945 and last amended vide Mo, G.5.R. 392E) dated 13-8-2008.
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