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T TE qRATT HedT0T HATAT
(FaTe wd gRAR Fiegror fawm)
st

T2 foeetT, 13 frawae, 2021

qT.H1.[. 628(sr).—siufer fFam, 1945 7 v Heitew a4 % forg wfawr et % Fetofed
gTEY, S8 T TR Siufer Teheihl TATgHRT are & TOHeT T Y T wEras aradt srferfee,
1940 (23 F 1940) T &7 12 FT IT-GTT (1) 3T 7T 33 il IT-GTT (1) FIT TG ATHAT /T TINT FLA
TU, THE T TATET g ol HNTEdT are GHT Al 6 TEarEt & forg yariea &7 Smar g i
TAZETT AT &1 STl ¢ T 3 e FaHl 9% 39 ar@ & 16 &1 hf Tafer a6req g 9% AT 36 918
T T sroa o 9 #r 39 aTew R e g F a9 d Iiedt S\ ar 7 Sueed S

ST,

TR TR I ITAE [Aiew srafd & dae Fft o st 7 ara g1 arent sty s gamar
¥ fo=Te R s,

AT ST qATE, A(Q Fle g, a5 Aa< qr=a (ufer), TmeeT iy TR a1 G, Ted
THRTY, FALT |, 434, = &, [uior qe=, 92 foett - 110011 =7 sifoa fFar simo steram drugsdiv-
mohfw@gov.in T% -7« T ST

gT&Y 377
(1) (1) == =91 =1 sirafer (... Femrae) =, 2021 Fgr ST
(2) T 77w, ST T 7797 AAEE T 8T, TSI | T SATaH THTer i arirg &l Tt gl

5085 GI1/2021 (1)
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(2)  eiufe A= 1945 #, AT = |, FH gediH 38 3% 399 gatad yfafsat & wanq, et
FH HEATH ST T(ATE T@T STTOAT, FAT(—
Srrter 7 a9 Ze T =T T ad
“39. T STANT  forw udiaftes AT o sreamr IV T 39 o1efi At o Sueyr, e o =8
EC) Fafafaa aat & o w=7 20 a1 20%F & @FT e &
ATFAFAT BT &=
() sfrorter =T AT=wToT srera Af=wTarett gy & STt v |
(@) sirafa & st g, &, 1 a9 § ARl w off gwrt arfae
T 2l
() sirerfer =7 srqs ATAaTarst & g Hieas el § s=1 Srar 2rl
(=) sirarfer oFve faoRar a1 s fEfamtar & g ST 2
[®T. /. T, 11014/10/2021-V=1¢]
=T, AT &, WUSTLY, §FT qfaa

feoqur ;. g A= srfag=eT |t U, 28-10/45-1= (1), i 21 TGawaw, 1945 g1RT 9T & o9+ |
TERTIAT T T o S SIfee@dT 9edT ananM ... (), TG v T T 9w
Tontara foro o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 13th September, 2021

G.S.R. 628(E).—The following draft of certain rules further to amend the Drugs Rules, 1945,
which the Central Government proposes to make, in exercise of the powers conferred by Sub-section (1) of
section 12 and Sub-section (1) of section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby
published after consultation with the Drugs Technical Advisory Board 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 thirty days from the date on which copies of the Gazette of India
containing these draft rules are made available to public;

Objections and suggestions which may be received from any person within the period specified
above will be considered by the Central Government;

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of
Health and Family Welfare, Government of India, Room No. 434, C Wing, Nirman Bhavan, New Delhi -
110011 or emailed at drugsdiv-mohfw@gov.in.

DRAFT RULES
(D (i) These rules may be called the Drugs (......Amendment) Rules, 2021.

(i) These rules shall, unless specified otherwise, come into force on the date of their final
publication in the Official Gazette.

2) In the Drugs Rules, 1945, in Schedule K, after serial number 38 and the entries relating thereto, the
following serial number and entries shall be inserted, namely:—
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Class of Drugs Extent and Conditions of Exemption

“39. Liquid Antiseptics The provisions of Chapter IV of the Act and rules thereunder, which
for household use require them to be covered with a sale license in Form 20 or Form
20A subject to the following conditions:—

(a) The drugs are manufactured by licensed manufacturers.

(b) The drugs do not contain any substance specified in Schedule
G, H, H1 or X.

(c) The drugs are sold in the original unopened containers of the
licensed manufacturer.

(d) The drugs are purchased from a licensed wholesaler or a
licensed manufacturer.”

[F. No. X.11014/10/2021-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note : The principal rules were published in the Official Gazette vide notification No. F. 28-10/45-H(1)
dated 21st the December, 1945 and last amended vide notification number G.S.R....... , dated the.......
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