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MINISTRY OF HEALTH AND F AMILY WELFARE L
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 17th July, 2015
G.5.R, 558(E).—Wheicas certain rules further to amend the Diugs and Cosinctics Rules, 1945; was
published vide notification of the Government of India in the Ministry of Health and Fainily Welfare,

e
Department of Health and ¥amily Welfare vide nmber G.8R. 503(E), dated the 14" July, 2014, 25 required

by section 12 read with section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940}, inviting objections
_and suggestions from all persons likely to be affected thereby before the expiry of a period of forty-five days
from the date on which the copies of the Official Gazette of the said nofification were made available to the

public; -

And whereas copies of the Gazette were made available to the public on the 14" July, 2014;

And, whereas, objections and suggestions received from the public on the said rules have been
considered by the Central Government; y

Now, therefore, in exercise of the powers conferred by section 12 read with section 33 of the Drugs
and Cosmetics Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical
Advisory Board, hereby makes the foliowing rules further to amend the Drugs and Cosmetics Rules, 1945,

namely.—
L. (1) These rules may be calied the Drugs ad Cosmetics {Sixtih Amendment) Rules, 2015,
) They shall come into force on the date of their publication in the Official Gazette.
2. In the Drugs and (;osmetics Rules, 1945, in rule 105, in sub-rule ),

(1)  in the second proviso, for the words “Provided also that”, the words “Provided further
that” shail be substituted; '

(i) i the third px'oviso; for the words “Provided further that”, the words “Provided also
. that” shall be substituted;

(i) after the third proviso, the following proviso shall be inserted namely:—

. “Provided also that Diclofenac injection for human-use shall be in single unit dose pack
only.” ; '

fF. No.18-6/2013-DC/DFQC]

K. L. SHARMA, Jt. Secy.

Note.- The principal rules were published in the Gazette of India, vide notification No, F.28-10/45-1 (1),
dated the 21 Becember, 1945 and last amended vide notification published in the Gazette of India,
Extraordinary, Part I, Section 3, Sub-section (i), vide (G.S.R. 390 (15), dated the 18™ May, 2015.
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