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('CTTWfirvjrT ) 

"^ f ^ f t , 1 "R|, 2002 

Ttr.̂ FT.R 311(3?).—s^^ 3fa TOTOR wrcft ft*PT, i 9 4 S ^ 3 ^ ^ ^ ^ ^ % f ^ * R i M ^ f w t f ^ T T ^ - H T ^ r , 
aM^sfaw^wratsrfWmrr, 1940 (1940 ^T 23 )^*TKT 123^ 33 ̂ r t^wf^R, MT^m^n^-wi^qafRTft^R^^mn 
lijfRTC ( « I W fa*im) ^t'srftRJ^TT7T. "W. ̂ T. ft. 785(3T), cTRfef 19 3&%°(t, 2001 % 3T*jfa ^RcT%TT3N^, 3TOTW^T, ^TFTII, 

TO3,^m(i),^ 1-2m H îfVia•f îiTpqren,f^tff T ^ T " ^ ^ ^ ^ ' ^ , faH^d^iJ'>#^#t^^i^$, "roflrfta 

•g?)l^ "RFt "TIT s ;̂ 

sfa ̂ RT TF5m ̂ -siftrm 20 sreg^ 2001 ^it^pRiT^t^^n»i^a^TT^ «flf; 

««T?spR%i^-qTWiff^i^%'q^Rit sfafa 3THT TOT^R ̂ roft fwr, 1945 ^r sfa ft^ittn ̂  % fm_ [HHfMRsia f w r ^ r # 

1. (1) "TT PJ^IHY Tft ̂ feTO ^TC 3foffa 3ffa W * n "HFtTJt (#HTI TWttR) f ¥w , 2002 11 

(2) ft TRI^T ft y*ivw ^ m<ha ^t ^TT ^fft i 

2. sMqafkw^-smt f tRm, 194s %(frntwft$y^ M ^ i ^ ^ f t ^ w T r a T t ) f m 6 9 f t <WP\UH (5)% 
' " (6) ^r?i f^r 122 f̂t"*romR*iifad ^ slWfa ^ t # R T % arcpfa snft ̂ Trft sfafa faFiftRKiT % ftPmWi %•RPTTI;̂ T 

1 ^ % 3 T ^ ^ 3 T T ^ " f ^ W T t ^ " ^ 3 T T f t ^ % ^ " P m 2 1 % Isfe (13) ft ^eTNft*JTfafl 31^im "STlfTOrft "ft 3tT^W 

%Wftfwr«l<l 3 ^ ^ *ft^tTn"l 
3. ^=T f w f f % fPTO 71 % JMpi14 ( 6 ) 3 TSE (iv ) % "qT^ftEtftfftgcT 15T5 s f e w f a T f ^ T ^mTJlT, 3T«rf̂  : — 

' ' ( v ) - q i f c - q T ^ i H f f r f r 3 f t q f i r ^ ^ f ^ 1 2 2 T " f f ^ ^ 

^ f a P l H h ^ f t f t r f c p ^ f w ^ l %lsT5 (19) ^ "̂ T̂ mR'Hir*4d 3(^|4H M l ^ l O ^ , 31T^r % "TO ^ 1%fl5RT 3T^Rt̂ T TfFTT 1 1 " I 

4. ^^T t W l f % f ^ T 75 3 <JMPHW (5) %^^^TRfeT fe^T^T fWT 3fa:^nf^f«t^^TTOTIT, 3 ? ^ : — 
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' '(6) w fHm 122 T 3 ^TNftvtf*m ^ afafa *fl #qr % 3KPfa arrt ^n#3M^f^iftfM%fsfl%^%%T3;^T 

5 ^ R f a ^ i f l %- faW76% JMpmH (7) ^73T ( i v ) %"VWIr^PIHRHRMI TSTS 3fa "WTf*RT t ^ T -HI",'11, 3T«n\— 
11 ( v ) ^tztfi WmFd* afafMf ^fa^PT 122 ̂ " f t "zpilNRMlfVfl ^ 3 t W v ^ # ^ % 3 T n % ^ T * T C f t sfafa [eifHftRuft 

^r faPiHh trrti %fim fwT2i % 3̂te (is) 3 ^WIMR^IRH ai^jtim "snflwrtt ^, aw^eh %, w^ f RiRg<i ^HteHiJFcr^r i 

[*T T^T-11014/4/2000-̂ 1 UMi^T^HX^m 

nKfcmui :—1-5-1979 ̂ ^ w ^ r ^ a M V ^ y y i ^ T n ^ f a z r f T , 1945, *qi+«i aft* HR*IK +t^i»i mid^ (wm*wTfa*?FT) 
% -^T TT+TVH 3 sraf^e t f^ra^ altofa aftr -jrem r̂wrft fare, 1940 3̂ tr ft*m ctr^5ft^T^T-6i) r̂*n 
"HT ^T fH 250(W)J^Kh3 4-4-2002 %^RI3rtcm^?frtR Ml 11 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 1st May, 2002 

G.S.R. 311(E).—Whereas a draft of certain rules furthei to amend the Diugs and Cosmetics 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 
II, Section 3, Sub-section (i), of the Gazette ot India, Extraordinary dated the 19th October, 2001, under the notification of 
the Government of India in the Ministry of Health and Family Welfare (Department of Health), number G S R 785(F), dated 
the 19th October, 2001 inviting objections and suggestions from all persons likely 10 be affected thereby, before the expn y 
ot a period of forty-five days tr6m the date on which copies of the Official Gazette containing the said notification were 
made available to the public, 

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

And whereas ob)ections oi suggestions received from the publican the said diaft rules have been considered by 
the CentraLGovernment, 

Now, therefore, in exercise of the powers conferred by Sections 12 and 33 of the said Act, the Central Govern­
ment, 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 (3rd Amendment) Rules, 2002 
(2) They shall come into force on the date of their publication in the Official Gazette 

2 In the Drugs and Cosmetics Rules, 1945 (hereinafter 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 is 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 21 " 

3 In rule 71 of the said rules, in sub-rule (6), after clause (iv), the following clause shall be inserted, namely — 
"(v) have the approval, in writing, in favour of the applicant to manufacture drug formulations falling under the 
purview of new drug as defined in rule 122-E, from the licensing authority as defined in clause (b) of rule 21 " 

4 In rule 75 of the said rules, in sub-rule (5), the following sub-rule shall be inserted, namely — 

"(6) Where an application under this rule is 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)ofrule2I " 

5 In rule 76 of the said rules, in sub-rule (7), after clause (iv), the following clause shall be inserted, namely — 
"(v) have the approval, in writing, in favour of the applicant to manufacture drug formulations falling under the 
purview of new drug as defined in rule I22-E, from the licensing authority as defined in clause (b) of rule 21 " 

fNo X-11014/4/2000-DMS & PFA] 
DEEPAK GUPTA, Jt Secy 

Footnote :—The Drugs and Cosmetics Rules, 1945, as amended upto 1 5-1979 are contained in the publication of the 
Ministry of Health and Family Welfare (Department of Health) containing the Drugs and Cosmetics Act, 
1940 aud the Rules (PDGHS-61) and last amended vide G S R 250(E), dated 4-4-2002 
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