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Ar.H1.:[. 186(sr).—=afer =iv T\t ArRi fRw, 1945 FT T Gerred Fed & forg o fFaet
T YT, ST S saree qrady stertaaw, 1940 (1940 w1 23) Fit &y 12 it 37emrT (1) &7 o 33
FT T (1) T TTATHTE AT o TSI, STETLTT, AT 1, E< 3, IT-8¢ (i) 9 25 Fdaw, 2018 #
THTIAT AT FLHTT F FATE Y TRATE FEAT HATAT (FATEST ¥ TRATE FHeATor faramT) At srfereg=mr 4.
ar.an[. 922(sr), arg 25 Frday, 2018 grT e e 1w o, o 39 asit st 7, 59T 399
TATd g9 il SNTEAT 2, 39 arE |, ST 3aq ATg=mT it To= it Siaa STHarenor fif Iqeded
TS TS AT, GTH o T Srater o Taqr & T3, A&7 AT AT AH =T 0 T 2,

T, TSI Al TTaaT STETemer f 26 frday, 2018 it 3use gr T f;

e, 37T AT I STHETLTI | TS ST 37T AT I heal T 1L FIET (641 2 [T 197 85

qd: AT, Feald TR, SAOTEr S \ree Ay sfataam, 1940 (1940 =1 23) it eamer 12 3
T 33 TRT Waed ARRAT T TINT FId g, AU TohATHT AATZHE AT | TITHL FTe o TLAT AT 37T
TETE AT Stteraas, 1945 #i7 $iw derree Fed & o Metoried Faw aardt g, o1,

1. (1) == fF=wt = wfereg 7 arafer s semee arRit (ar=ar goree) =, 2019 21
(2) T F=w 1 31der, 2019 T Tged Bl

2. SOfer ST YETeE AU AW, 1945 #°, ST SUH, S S99 ooy F 4R 4 § wRATed aeR o+
T U W SH ATAT IS aAIA 9Teal i T@T STUAT |
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feroqur ; siroer i yETeE AT R, 1945 SteREET HeAr U.28-10/45-1=(1), AT 21 T, 1945
FIT T o T H S 360 10 21 8w stfergmmT dear |, 153(37), aie 26 wad,
2019 g sifaw am genfera o o o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 6th March, 2019

G.S.R.186(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules,
1945 was published as required under sub-section (1) of section 12 and sub-section (1) of section 33 of the
Drugs and Cosmetics Act, 1940 (23 of 1940) vide notification of the Government of India in the Ministry of
Health and Family Welfare (Department of Health and Family Welfare) number G.S.R. 922(E), dated the
25th September, 2018, in the Gazette of India, Extraordinary, Part II, section 3, sub-section (i), inviting
objections and suggestions from 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 26th September, 2018;

And whereas, no objections or suggestions were received from the public on the said rules for
consideration by the Central Government;

Now, therefore, in exercise of the powers conferred under sections 12 and 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 (Fifth Amendment) Rules, 2019.
(2) They shall come into force on the 1* day of April, 2019.

2. In the Drugs and Cosmetics Rules, 1945, in Schedule H, in the Note appended thereto, in paragraph 4,
for the word ‘steroids’, the words “steroids or Hydroquinone” shall be substituted.

[F. No. X.11014/23/2018-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note : The Drugs and Cosmetics Rules, 1945 were published in the Gazette of India vide notification number
F. 28-10/45-H(1), dated the 21st December, 1945 and was last amended vide notification number
G.S.R. 153(E), dated the 26th February, 2019.
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