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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
: NOTIFICATION
New Delhi, the 3rd February, 2015

G.S.R. 68(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 hercby published for information of all 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 Secretary, Ministry of Health and
Family Welfare, Government of India, Nirman Bhawan, New Delhi- 110011, :
Draft rules
1. These rules may be called the Drugs and Cosmetics (Second Amendment) Rules, 2015.

2. In the Drugs and Cosmetics Rulcs, 1945,-

¥ inrule 71, after sub-tule (6), the following sub-rule shall be inserted, namely:-

“(6A) The applicant shall, while applying for licence to manufacture drugs, furnish to the
Licensing Authority evidence and data justifying that the drugs are stable for proposed
shelf life under the condition of storage recommended and the data shall be generated as
per Appendix IX of Schedule Y.”. _

(b) rule 71-B shall be numbered as sub-rule (1) thereof and after sub-rule (1) as so numbered, the
fotlowing sub-rule shall be inserted, namely:-

“(2) The applicant shall, while applying for licence to manufacture drugs, furnish to
the Licensing Authority evidence and data justifying that the drugs are stable for
proposed shelf life under the condition of storage recommended and the data shall be
generated as per Appendix IX of Schedule Y.

(¢) in rule 76, after sub-rule (7), the following sub-rule shall be inserted, namely:—

“(7A) The applicant shall, while applying for licence to manufacture drugs, furnish to the
Licensing Authority evidence and data justifying that the drugs are stable for proposed
shelf life under the condition of storage recommended and the data shall be generated as
per Appendix IX of Schedule Y.”. .

(d) rule 76A shall be numbered as sub-rule (1) thereof and after sub-rufe (1) as so numbered, the
following sub-rule shall be inserted, namely:- _

“(2) The applicant shall, while applying for licence to manufacture drugs, furnish to the
Licensing Authority evidence-and data justifying that the drugs are stable for proposed
shelf life under the condition of storage recommended and the data shalt be generated as
per Appendix IX of Schedule Y.”.

(e} in Schedule D, against fiem number 1, under the column “Class of drugs”, for the entry
«Substances not intended for medicinal use”, the -following entry shall be substituted,
namely:- ' , .

“Substances not intended for medicinal use excluding those intended to be used as
drugs after further purification or rendering them sterile”.

[F.No. X.1 1014/2/2014-DFQC]
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K. L. SHARMA, Jt. Secy.

Foot note; The principal rules were published in the Gazette of India vide notification No. [.28-10/45-H (1)
dated 21st December 1945 and last amended vide notification number GSR 908(E) dated

22nd December, 2014,
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