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T T TRATE FITT HATAT
(FaTeey 3 TfEr Feamor e

I Ll

T fawett, 27 srFqav, 2021

ar.#1.. 766(31).—siufar A, 1945 =71 i genraw #3a ¥ foru o Aaey 1w, sirafer
A wETe ARt srfarfeaw, 1940 (1940 T 23) #F¥ & 12 Fit Y- (1) i< &1 33 Fir 3T-41T (1)
T TAT-3TUTENT, AT T 6 TATE AT TRATE FHed 0T FATAT (FATET AT TRATE Fed o7 o) it
Afe=ET |, ATFLE. 533(3T), M 3 e, 2021 FRT AT & A9, FHTER, A6 1, 92 3,
IUEe (i) § weTiera oA T o, e 37 @t safeat @, Siee 399 T91iad g it §TeadT g 39
g |, et IFq ATSH=AT Avaia® FEd aret TSI =l (AT STdT Fl ITeAsd FT &F e off, q1e
ST T s7afer o STadT & 92l e ¥ AT A= 017 T o,

3T, IF ST T IfaaT 3 3ETEd, 2021 T ST FT IUA FAT & T3 o
3T, I AT O S9aT | I A& ST AT 9T Feal T Gt g (991 F (o a1 T 6

qTq: AT, Feald AT, Ol o wamee arady srfarfa=rm, 1940 (1940 =T 23) &t & 12 3T
T 33 BTXT W& ATRIT T TART X gU, SAUTEr T ol TATZHL ATS | TIHI el o TATT, ST
AT, 1945 FT T Herrg Fed & forw Aeafertea Fa a9 g, sraiq—

(1) (1) == ==t &7 "o 918 sty (qi=ar denae) [9, 2021 21
(2) 7 FRTw TSI & TH THRTH T ARG T TG g9
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(2) ot fFaw, 1945 °, a7 90 §,—
(i) S9-FF=w (2) ®, “U=T 29” 9Teal T AFT F T UL, “T=T 30” 9Teal A< ARl FT TGT SATUIAT;
(i) TATEEnTET SU-AAw (2) F wEnq, Meferiad Su-Aae & sia:eraa BT ST, seiq—
“(3) FATEHTART qTiE=For g7 9%q 29 # rza# fAfdad w gu a=w 30 # sraga i qrfy f
A & A1 Fw-fREdl F sfe yae A S, s UH At § Sgi sraasd g Ut

q1q FE-FEadl #F srafer % siay ATSHEE ITTAFHIT & FIe AT I Tl gl &, af Arsad
AT BT ITTAFTOT ZTRT &< |7 S0 17 |

[®T. . T, 11014/2/2021-31=17]
ST, AEIT %, AUS, §YFd qia

feroqor: ger fRem stferg=a €. U, 28-10/45-t= (1), @ 21 fRowaw, 1945 F gRT IO | WHhTfera
T U Sl sifaw a2 stte=ET /. anFnL[. 716(3), a1, seay, 2021 & e Feted
f

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 27th October, 2021

G.S.R. 766(E).—Whereas a draft of certain rules further to amend the Drugs Rules, 1945,
was published, as required under sub-section (1) of sections 12 and sub-section (1) of 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. 533(E), dated the 3" August, 2021, in the Gazette of India, Extraordinary, Part 11, Section
3, Sub-section (i), inviting objections and suggestions from persons likely to be affected thereby,
before the expiry of a period of thirty 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 said Official Gazette were made available to the public on the
3 August, 2021;

And whereas, objections and suggestions received from the public on the said rules have
been considered by the Central Government;

Now, therefore, in exercise of the powers conferred by 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 Rules,
1945, namely:—

1. (1) These rules may be called the Drugs (5" Amendment) Rules, 2021.
(2) They shall come into force on the date of their publication in the Official Gazette.
2. Inthe Drugs Rules, 1945, in rule 90,—

(i) in sub-rule(2), for the word and figures “Form 29”, the word and figures “Form 30”
shall be substituted;
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(i) after sub-rule(2) as so amended, the following sub-rule shall be inserted, namely:—

“(3) The license in Form 29 may be granted by the licensing authority within a period
of seven working days from the date of receipt of the application duly completed in
Form 30, and in case where no communication is received by the applicant from
licensing authority within the said period of seven days, the licensing authority shall
be deemed to have granted the license.”

[F. No. X. 11014/2/2021-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note: The principal rules were published in the Gazette of India vide notification number
F.28-10/45-H(1), dated the 21* December, 1945 and last amended vide notification
number G.S.R. 716(E), dated the 1% October, 2021.
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