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LokLF; vkSj ifjokj dY;k.k ea=kky;

(LokLF; foHkkx)

vf/lwpuk

ubZ fnYyh] 30 vxLr] 2013

lk-dk-fu- 589(v)-—vks”kf/k vkSj izlk/ku lkexzh fu;e] 1945 dk vkSj la’kks/ku djus ds fy, fuEufyf[kr izk:i fu;e]
ftudks dsUnzh; ljdkj] vks”kf/k vkSj izlk/ku lkexzh vf/kfu;e] 1940 ¼1940 dk 23½ dh /kkjk 12 vkSj /kkjk 33 }kjk iznRr ‘kfDr;ksa
dk iz;ksx djrs gq,] vks”kf/k rduhdh lykgdkj cksMZ ls ijke’kZ djus ds i’pkr~] cukus dk izLrko djrh gS mu lHkh O;fDr;ks a
dh tkudkjh ds fy, izdkf’kr fd;k tkrk gS ftuds mlls izHkkfor gksus dh laHkkouk gS vkSj ;g lwpuk nh tkrh gS fd mDr
izk#i fu;eks ij ml rkjh[k ls] ftldks bu fu;eksa esa varfoZ”V jkti= dh izfr;ka] turk dks miyC/k djk nh tkrh gS] iaSrkyhl
fnu dh vof/k dh lekfIr dks ;k mlds i’pkr~ fopkj fd;k tk,xk(

,sls vk{ksi vkSj lq>ko ij] tks mi;qZDr fofufnZ”V vof/k ds Hkhrj mDr izk#i fu;eksa ds laca/k esa fdlh O;fDr ls izkIr gks
lds axs] dsUnzh; ljdkj }kjk fopkj fd;k tk,xkA

vk{ksi vkSj lq>ko] ;fn dksbZ gksa] lfpo] LokLF; vkSj ifjokj dY;k.k ea=ky;] Hkkjr ljdkj] fuekZ.k Hkou] ubZ fnYyh&110011
dks Hksts tk ldsaxsa A

izk:i fu;e

1-       ¼1½  bu fu;eksa dk laf{kIr uke vks”kf/k vkSj izlk/ku lkexzh ¼pkSFkk la’kks/ku½ fu;e] 2013 gSA

         ¼2½  ;s jkti= esa muds vafre izdk’ku dh rkjh[k dks izo`Ùk gksaxsA

2-        vks”kf/k vkSj izlk/ku lkexzh fu;e] 1945 esa] vuqlwph V esa dze la[;kad 35 vkSj mlls lacaf/kr izfof”V;ksa ds i’pkr~
fuEufyf[kr var%LFkkfir fd;k tk,xk] vFkk Zr ~ %&
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vks”kf/k dk oxZ foLrkj vkSj NwV dh ‘krs Z a

^^36- ftad lYQsV VsCysV~l ,aM vksjy lksY;w’kal ftlesa vf/kfu;e ds v/;k; 4 ds mica/kks vkSj fu;eks a ds v/khu ftlesa
,yhesaVy ftad dk 10 fe-xzk- vkSj 20 fe-xzk- gksA foØ; vuqKfIr ds varxZr mudh vis{kk gS bl ‘krZ ds v/khu fd

,slh mRikn fof/kekU; vkS”kf/k fofuekZ.k ds v/khu fofufeZr fd;k
x;k gSA**A

¹iQk- la- ,Dl&11014@5@2012&Mh,iQD;wlhº

v:.k ds- i.Mk] la;qDr lfpo

ikn fVIi.k  % ikn fVIi.k  % ikn fVIi.k  % ikn fVIi.k  % ikn fVIi.k  % ewy fu;e Hkkjr ds jkti= esa vf/klwpuk la- ,Q 28&10@45&,p ¼1½] rkjh[k 21 fnlacj] 1945 }kjk izdkf’kr
fd, x, Fks vkSj vf/klwpuk la[;k lk-dk-fu- 72¼v½] rkjh[k 8 Qjojh] 2013 }kjk vafre la’kks/ku fd, x,A

MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health)

NOTIFICATION

New Delhi, the 30th August,  2013

G.S.R. 589(E).—The following draft rules further to amend the Drugs and Cosmetics Rules, 1945, which the

Central Government proposes to make, in exercise of the powers conferred by section 12 and section 33 of the Drugs and

Cosmetics Act, 1940 (23 of 1940), after consultation with the Drugs Technical Advisory Board, is hereby published for the

information of all persons likely to be affected thereby, and the notice is hereby given that the said draft rules shall be taken

into consideration on or after the expiry of a period of forty-five days from the date on which the copies of the Gazette of

India containing these draft rules are made available to the public;

The objections and suggestions which may be received from any person with respect to the said draft rules within

the period specified above, will be considered by the Central Government;

Objections and suggestions, if any, may be addressed to the Secretary, Ministry of Health and Family Welfare,

Government of India, Nirman Bhawan, New Delhi- 110011.

DRAFT  RULES

1. (1) These rules may be called the Drugs and Cosmetics (Fourth Amendment) Rules, 2013.

(2) They shall come into force on the date of their final publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945, in Schedule K, after Serial Number 35 and the entries relating thereto,

the following shall be inserted, namely:-

Class of Drugs Extent and Conditions of Exemption

“36. Zinc sulphate tablets and  oral solutions having The provisions of Chapter IV of the Act and Rules thereunder

10 mg and 20 mg of elemental zinc. which require them to be covered by a sale licence, subject to

the condition that such a product has been manufactured

under a valid drug manufacturing licence.”.

[F. No. X-11014/5/2012-DFQC]

ARUN K. PANDA, Jt. Secy.

Foot Note : The principal rules were published in the Official Gazette vide notification No. F.28-10/45-H (1), dated the

21st December, 1945 and last amended vide notification number G.S.R. 72(E), dated the 8th February, 2013.
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