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qr.%1.fR. 558(s1).—ufer ST yHTae AT MW, 1945 FT T TATAT FIA o oT0 SAOi &7

TET AR AfAfAEE, 1940 (1940 F71 23) #FY 91T 33 F A1 qfoa &mer 12 gy Fumuterg wtaga At
T ITET AR GLHIT 6 TTET 3T THATE FHedT0 HATAd, e ST TRATT FedTor S9nT 6T streg=er
o, 9., 503(3T) T 14 JA1s, 2014 FRT THIAT 60 T0 9, 3T 92 39 a9 ARAT T St I
TATTET I il TATAAT &, I ATEAAT 3 TISTT 0l TTAAT STAAT I ITASH ZI il AT & Gqrertd oot
T srater F HaT T Y g mHiEG T o

S TST T W AT Sar &0 arg 14 JATs, 2014 T 3T w7 &t 5 o ;
3IY 3<% YT 99 & Sag § ITH SaAql i AT 9 hexl T LR G o= w7 for@m 1w g ;

qd:, T Feal T TR, ST AT AT ardt rfafa=m, 1940 (1940 7 23) &t &<y 33 & a7
Ted 9T 12 T Y& ARRAT FT TN Fd gU, AT TRl GATghT are o TR Fid & T4,
STaTer oY JoTed ARl M9, 1945 F7 3 Hera" F3 & oy Mot = aqrdt 8, Toaiq —

1. (1) =3 et &1 gfem a9 sirofer $iw yoras qauRit (27 gevee) F=m, 2015 2
(2) I TSI H IR THTIT AT AT & TFT g |
2. ST ST yoTee annit Faw, 1945 #, M9\ 105 & 3049 (2) §,—

() TETIEqF | “Iiq Tg A AT & asqi T U ‘i g i R s v ST,
(if) TTEE TG | O T ST T 9real F T UT “oiq Ag ST | R e’ T ST,
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(iii) T TG o T AT T e S eATiud R ST, erefie -
“qig Tg AT T AT ITANT F 7T STeaa TR e Soraerd hael Ushd Sl G0 T | g 17,
[T, . 18-6/2013-S#1/STUHFIHI]
Frad AT OTHT, Th A=

feoqur ;. & A W % T § AfagEET @eaiE uE 28-10/45-t=(1), A 21 fEaw, 1945 gET
THRIAT o0 T o ST Sifaq "eras 9a & To09e, ST, 96 10, 9 3, I9Ee (i) ¥ sAfeg=ar
ar.F1.fA. 390 (31) AT 18 6%, 2015 FIT foha 13T |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 17th July, 2015

G.S.R. 558(E).—Whereas certain rules further to amend the Drugs and Cosmetics Rules, 1945, was
published vide notification of the Government of India in the Ministry of Health and Family Welfare,
Department of Health and Family Welfare vide number G.S.R. 503(E), dated the 14™ July, 2014, as 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 notification 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;

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 following rules further to amend the Drugs and Cosmetics Rules, 1945,
namely:—

1. (1) These rules may be called the Drugs and Cosmetics (Sixth Amendment) Rules, 2015.
2) They shall come into force on the date of their publication in the Official Gazette.
2. In the Drugs and Cosmetics Rules, 1945, in rule 105, in sub-rule (2),

(i) in the second proviso, for the words “Provided also that”, the words “Provided further
that” shall be substituted;

(i1) in the third proviso, for the words “Provided further that”, the words “Provided also
that” shall be substituted;

(iii) 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.” ;

[F. 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-H (1),
dated the 21% December, 1945 and last amended vide notification published in the Gazette of India,
Extraordinary, Part II, Section 3, Sub-section (i), vide G.S.R. 390 (E), dated the 18" May, 2015.
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