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(2) T TSI | Ik AR THTAT shT I T TG g |
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Ministry of Health and Family Welfare
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 23rd August, 2016

G.S.R. 812(E).—Fhe following draft of certain rules further to amtethe Drugs and Cosmetics Rules, 1945,
which the Central Government proposes to makexémogse of the powers conferred by section 12 aetian 33 of the
Drugs and Cosmetics Act, 1940 (23 of 1940), aftersaltation with the Drugs Technical Advisory Boaisl hereby
published for information of all persons likely be affected thereby, and notice is hereby givehtti@said draft rules
will be taken into consideration on or after theiex of a period of forty-five days from the date which the copies of
the official Gazette containing these draft rulesrmmade available to the public;

Objections and suggestions, if any, may be adddetss¢he Under Secretary (Drugs), Ministry of Hbadind
Family Welfare, Government of India, Room No. 41# Nirman Bhawan, New Delhi- 110011 or emailed at
rg.singh72@nic.in;

Objections and suggestions which may be receiwad finy person within the period of specified abailebe
considered by the Central Government.

Draft Rules
1. (1) These rules may be called the Drugs and Cossgf Amendment) Rules, 2016.

(2) They shall come into force on the date ofrtfiaal publication in the Official Gazette.
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2. In the Drugs and Cosmetics Rules, 1945, in Schedulen Appendix Il relating to Animal Toxicology
(Non-clinical Toxicity Studies), in paragraph 1,9nb-paragraph 1.4 relating to Local toxicity,-

(A) In Note (i) relating to Dermal toxicity study, fare words and brackets “Daily topical (dermal) laggpion
of test substance in its clinical dosage form stidad done”, the words and brackets “The initialidiby
study may be carried out by validated non-animi@rahtive tests, where such alternatives are dlaildn
rabbit and rat studies, daily topical (dermal) &gilon of test substance in its clinical dosagenfehould
be done.” shall be substituted,

(B) in Note (vi) relating to Ocular toxicity studiesoffproducts meant for ocular instillation), aftee twords
“need to include a recovery group.” The words “Sudlial studies may be carried out by validatedh-no
animal alternative tests, where such alternativeswgailable.” shall be inserted.

[No. X 11014/07/2016-DFQC]
K. L. SHARMA, Jt. Secy.

Note : The principal rules were published in the Gazettdndia vide notification No. F.28-10/45-H (1)ated
21% December, 1945 and last amended vide notificationber GSR 789(E), dated 12.08.2016.
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