F. Nc. 18-4/2010-DC
Directorate of General of Health Servicas

\’ ¢ : Central Drugs Standard Control Org-nizutlm.,..w.w....,,,,....f...; i
, FDA Bhawan, Kotla Road, New Delh| vy
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1. All State Drugs Controllers ‘ ~4 80

P

2. All Zonal, Sub Zonal and Port Offices of CDSCO b B

3. Drugs'Manufacturers Associations

* Amendment to the Ryje 127 of the Drugs ang Cosmetics Rules, 1945 B
regarding colours to be pPermitted In drug formulations vide Gazette
notification GSR 76(E) dated 08.02,2012-. reg. *

Sub Section (i) dated the 08.02.2012, GSR 76(E) giving the Government of India,

Ministry of Heaith and Family Welfare Notification No. X.11014/4/2010~DFQC dated

o 08.02.2012 containing the finalized notfication is forwarded herewith for your
P fg[){vﬂf’ information ang nNecessary action please. :

Yours faithfully, Y

e Or. 6N Sy
: Drugs Controller General (India)

GOVERNMENT OF RAJASTHAN
DRUGS CONTROL ORGANISATION, SWASTHYA BVHAWVAN,‘ L
' o TILAK MARG, JAIPUR, RAJASTHAN Da 19 05,0012,
.DC/D-2/v olume-III/Amand-2/2012/233 ' . ate:- 23,00, _ o
g(?py Forwarded for information & necessary action to:- (%265‘/{ 76{ &) 4&057 ’/ pLgs e“?‘i);)
- 1. All Asstt. Drugs Controller, Rajasthan State - _
* 2. Members of Formulation Committee.

i i j i iation Jaipur.
3. President, Rajasthan Pharmaceuticals Manufactur¢rs Asso.(:la ipur
‘\}mﬁ:uge Server Room with request to please download this letter with its.enclosers on |

N~"Department website. - _ e AP, j
5. Gard File. | . I ) % .

e Drugs Controller
i : ’ Rajasthan Jaipur




 Che Gaz

ette of

EXTRAORDINARY

-

T [I—|vY 3—39-wus ()
- : , - PARTII—Section 3—Sub-section (j)
LT ’ PUBLISHED BY AUTHORITY

AL

’ "‘,.'“T“. LL,. .

‘ sftrge
¢ et 8 weadt, 2012

AR, 76—ty stk e Frm,
_1945‘m~mﬂtmmmﬁmmmﬁwaﬁwﬁz
o e sfePrem, 1940 ( 1940 123) #Y urg 12 s
w33 wh arkmpen won W o, srewrest, wm n,

;__‘__,__,. S 3, 39w (), W 2] R HRIT, 2010 ¥ YR WOWT,

WWWWW(WW) T g
HEeT® WALy 988(31), TN 21 f@wr, 2010 TR YR

- forad F TEWH w wiw §
B ,fmﬁaﬁaﬁmaﬁma}r@mwﬁaﬁﬁﬁw

‘ eﬂrmm’?wﬁmfmmmﬁmﬂaza fegmr,

2010-%)- Iy F ) E of, - S

e 3R AT Sraty & Wi I A P o e
Wﬂﬁ?m@vmwwwﬁg&ré;

: od: W, % WeR, sy ik yam HHfufrm,
T 1940 (1940 1 23) Y wwy 12 iy 33 B WRE e

U,_:,,,mmaﬂﬁm,ﬁﬂﬁ:wﬁaﬁ.mﬁééwf%
e, Sy o e e g, 1945 =1 3R Hyjum
: ~m%mﬁwﬁaﬁ§aﬁmm% stufe —

405 GI/2012

¥ T, qeEm, wad 8, 2012/709 19, 1533
y ™ Pt 3 » R -5 - [ ’.«,' R

n -

01

"

L (1) 7 frawt @ wfym
el (e o) frem, 2012

*'-m sy sk wemg
I,
(2).ﬂﬁaq#wm‘§?mﬁaﬁmmn

2. ohufys ik s T P, 1045 A, Prr 127
% 3u-fr (1) H— o

HRTE S amw whafe ® Tvem,
mmmmm,umw

TR TnereE St st eltde

(i) ‘W@’ & afag oy (4) % wywrg,
Tgw ARt frm o,
3??17?[:— .

Y T 4 % o fafife sy
foewondt 8 v & S st 1 |
R A ﬁ.m11014/47201o—3?m]:"_“ ‘

o ———

IR P Rt T 3 s 6 o
28-1045-T% (1), farm 21 e, 045 §
THIRE 5 T g s S R st

qEHw WwL L 28( &), feare 17 S, 201'2
B HOE g g o

Teraqur

.
]

S

!

.

b

-



T R TR BT e

-

R O S T

THE GAZETTE OF INDIA: EXTRAORDINARY

[Pasr T—Sec. 3)]

MINISTRY OF‘HEALTH AND FAMILY WELFARE
(Department of Health)

NOTIFICATION ' .

New Delhi, the 8..hrebrua1y 2014
GS R. 76(E) —Whereas the draft of certain ful"e

'further to amend the Drugs .and Cosmetics Rules, 1945,

" was published, as required by Sections 12 and 33 of the

. rules,”

" Drugs and Cosmetics Act, 1940 (23 of 1940), vide notification

of the Government of India, Ministry of Health and Family
Welfare (Department of Health), number. G.S.R. 288(E),
dated the 21st-December, 2010, in the Gazetie of India,

Extraordinary, Part IT, Section 3, Sub-section (i), dated the .

21st December, 2010, 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 containing the said
notification were made available to the public;

. And whereas copies of the Gazette were made
available to the public on the 23rd December, 2010;

And whereas, no objections or suggestions received
from the public within the specified period on the sa1d draft

Now, therefore, in exercise of the powers conferred
by Sections 12 and 33 of the Drugs and Cosmetics Act,

1940.(23 of 1940), the Central Government, after consultation

with the Drugs Techmcal Adv:sory Board, hereby makes

e

" Co

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

1. (1) These rules may be called the Drugs and' :

smetic s(anAmendm"nL, Rules, 2012.

(2) They shall come into force on the date of tiwuf‘ - :
publication in the Official Gazette, ' . o

2. In the Drugs and Cosmetics Rules, 1945 :m Te

rule 127, in sub-rule (1),—

(i) under the heading (1) relating to ‘Natufa.l
colours’, after the eatry ‘Black oxide of i uon s
the foduwmg shail be inserted, namely :——

“Titanium dioxide coated mica pearlescent’
pigments”;

(i) after the heading (4) relating to ‘Lakes’, .the
following proviso shall be inserted, namely :—

“Provided that disinfectants may also contain -
colours spemﬁed under Schedule Q whlch are
non-staining.”. :

‘;

[ENo.X 11014/4/2010-DFQC]

ARUNK.PANDA, Jt. Segy,

Note :—The principal rules were published in the Officlal -
Gazette vide notification No. F. 28-10/45.H (1)* '
218t December, 1945 and last amended vide
notification number G.S.R. 28(E), dated the '
17th January, 2012,
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