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. & B 311( 21).— itufl sfk womes il fam, 1945 9 iR g9 w0 O fau e e =1 o we,
shfyr ol s arenit sifufEm, 1940 (1940 #123) w1 AR 12 3R 33 FF STAGIHER, VIRT TR F @ SR 9 wer
e (T fasmr) =t s 9. @ & 7L 785(3T), TS 19 SERER, 2001 ¥ 3 WA ¥ TR, M, W (1,
WE 3, STET (i), T 95 1-2 W yehitaa Tean vy o, foradl O woit zafeaai ], fortsh 308 wwnfam o9 1 s &, 3w adia
A, o Twa stfrgeren @ o oo w1 wirai s s soas w0 @ v off, Yarelia fer %) srafu ) wofa d g endm el
qore wH MY 4;

ol 3o o Rt Wil 20 STRGERT, 2001 S H Ivere w1 & v of;

o 3oy wrey w9 Gary T S A Wiw S @ geeEl W g TR g e e faran wan #

e, 3, 3T WEER, 390 Afufm F ur 12 iR uw 33 R wew vhee = T S g sty as
FEEER S qurd w0 & wwe, el ol s Tt fram, 1945 61 3R weiem 0 % fag Fretefaa faa T
&, st —

1. (1) 51 T = dfre e shaf o wemr Sl (e e ) fam, 2002 ¥

(2) A TEIT B TR ST T < W T '

2, 3irfer A s st fraw, 1945 F (8 ol s ovam 39 Fram wer v %) from 60 & sufmm (5) &

gyarq Frefefaa Iafem sia: vt fe smom, st —

© M e) Wl Frm 122 N gemafntte ¢ shwfly w6 i W sty am At shfy fafEfafil & fifio % feog 19
o 3 a1eita ad arde fran <t ¥ 3w U@ e % O Traw 21 F ds (@) § gumefoafie sEares i) @ SEes
¥ uw ¥ ferfere s it g’ '

3. Fa Forapeif & Foram 71 % sufam (6) A @E (iv) % vvar Feffem @ fa.wnf fira smem, e —

" (v) Yz ar wiatten shefudi ) fran 122 & 3 qumfonfia 7€ shefu S da % simfa o et shfa fafrfife
w1 fafirain w0t % o, fram 21 & @ (@) ¥ aumftiy s wier F, ades & e § fafee ey €'

4. 357 Fraeii & P 75 3 3afirmg (5) % wea Fr=tatem sofm ate:wnfan fiem smom, i —
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“ () wgi Pram 122 T § umaftafi % iy =t i & orarir o s shwfy fafafif % fafmbn & o 5
firem % ity =i TS foran o & =1 T8 SR % @ fraw 21 F @2 (@) T menafonfea TR WieETd @ sndew
% v ¥ faflga st ot B’

5 3 Prad & fremt 76 % 9P (7) # @e (v) % wver Frofafae as st waftea e smom, arig -—

" (v) ¥z et St ) g 122 7 % emafonfi T shafi @ i & swta s aeft sihfis fafifif
= fafmin 63 & forg, fem 21 F ds (@) 3 warftafia agae wieerd 9, mtwﬂmmmm"

[¥ TE-11014/4/2000-FTQud T HaRy ]
Fraes T[T, WY Wi
ura%um 1 —1-5-1979 W qureEiiia slnfi sl s amal frem, 1945, e S efER s gaem (e faamn)
% 30w H srafge ¥ fae olwfy ol wsmm ampft fm, 9940 ol frg (didisitogagm-61) o
w W A 250( ), AT 4-4-2002 ¥ FAU AFrm T ot €1

MINISTRY OF HEALTH AND FAMILY WELFARE
{Department of Health)
NOTIFICATION
New Delhi, the 1st May, 2002

G.5.R.-311(E).—Whereas a draft of certain rules further to amend the Diugs and Cosmetjes Rules, 1945 was
published, as required by Sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), at pages 3 and 4 in Part
11, Section 3, Sub-section (1), of the Gazette of India, Extracrdinary dated the 19th October, 2001, under the notsfication of
the Government of India 1n the Minisiry of Health and Farmily Welfare (Depariment of Health), number G S R 785(F), dated
the 19th October, 200 1 inviting objections and suggestions from all persons likely wo be affected thereby, before the expuy
ot a period of forty-five days from the date on which copies of the Otficial Gazette contamimg the said notfication were
made available to the public,

And whereas copes of the said Gazette were made available to the public on 20th October 2001

And whereas objections o1 suggestions received from the public tin the said diaft ruies have been considered by
the Central Government,

Now, therefore, in exercise of the powers conferred by Secttons 12 and 33 of the said Act, the Central Govern-
ment, aftgr consultation with the Drugs Technical Advisory Board, hereby makes the folowing rules further to amend the
Drugs and Cosmetics Rules, 1945, namely —

] (1) These rules may be called the Drugs and Cosmetics (3rd Amendment) Rules, 2002

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

2 Inthe Drugs and Cosmetics Rules, 1945 (heremafter referred to as the said rules), in rule 69, after sub-rule (5),
the following sub-rule shall be inserted, namely — )

*(6) Where an application under this rule 18 for the manufacture of drug formulations falling under the purview of

new drug as defined in rule 122-E, such application shall also be accompanied with approval in writing, in favour

of the applicant, from the licensing authority as defined in clause (b) of rule 217

3 Inrule 71 of the sard rules, in sub-rule (6), after clause (wv), the following clause shall be inserted, namely —

“{v) have the approval, in writing, in favour of the apphcant to manufacture drug formulations falling under the

purview of new drug as defined in rufe 122-E, from the licensing authority as defined mn clause (b) of rule 21 ™

4 Inrule 75 of the sard rulcs, i sub-rule (5), the following sub-rule shail be mserted, namely —

“(6) Where an apphcation under this rule 1s for the manufacture of drug formulations falling under the purview of

new drug as defined n rule 122-E, such application shall also be accompamed with approval, 1n writing, in favour

of the apphcant, from the licensing authority as defined in clause (b} of rule 21 "

5 Inruie 76 of the said rules, 1n sub-rule (7), after clause {1v), the following clause shall be inserted, namely —

“(v) have the approval, in writing, 10 favour of the apphicant to manufacture drug formulations fathing under the

purview of new drug as defined m rule 122-E, from the licensing authority as defined in clause (b) of rule 21

[No X-11014/4/2000-DMS & PFA]
DEEPAK GUPTA, Jt Secy
Foot note :—The Drugs and Cosmetics Rules, 1945, as amended upto | 5-1979 are contaned in the publication of the
Mimstry of Health and Family Welfare (Department of Health) contaiming the Drugs and Cosmetics Act,
1940 and the Rules (PDGHS-61)and lastamended vide G § R 250(E), dated 4-4-2002
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