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FF{nT stn qfisR irc€flvr {xferq

(sr+qfqqm)

g{Frqq'{r

Ti ffi, tg .nqqfr, 2ot t

w.qr.fr" ror(eg._-Svlu *t vqrr{ qrqfi i{qq,
1945 sr *c qvilT{ q,,{+ * fsq Scl$i efn vqr*rr qlq"rt

elflTtfi{, tq+o (1940 El z:) *1 qRI l2 etn rrRI:: sfr

eriuqvn *.idrq fffi q1 v1qq, qnq * rt;ltl-t,

$r*nrlnnr, qFr II, rfg :, sq-qb (i), arfrq s sl*f,, zoto

{, q'q6 q'ffi'R $ grpq e*r qRqR q-eqrq rfl€q (grtsq
fqqrrr) si erlqqsiT $€qre' qr.ql.ft. lo:(eT) fffrq
9 erile, z0l0 ERI rmlRrd ftq rrqr e{ ffi sq eS
qffii C' ftn-+ s{d slTtkd fi sfr qqrqil *, ss arfrq
*, fqqftl Ts qrqq e1 sm, m ?16 snl{.srr sq.tRTil

ftf 'r{ ,fi wm ql vwrel o'n {'F€ tfr, {flTds ffi E1

e{qfrT TTqrFd * $ wq}v ei{ gfll qri'rq t};

*r rrqc{ st vftrcr q{gtqnq q1 t: etftc, zoto q}
gqrr*r on{'r€ fr;

erttgm yroq frqqi q{ q{srqnq ii di e{r*c *r
Esrs Yr< rfi gq d;

er[r,. $trf, dffiq ersri, sMg erk vgrqq qrqli

e{t{t{fr, tg+o ( 1940 Er zt) *1 qnr t2 dn qnr 33 ERr

rtr vrkdt ql rdq q.r+ gq, ffu ilfifu1 wrr+^n *d
* rrrFT{i * crqq si.'TiE sft TqIeFI qtq'i frqq, tg+s

or elm qsiltrtr q,,{i t frq ftqfflFed pqq qtr-6 {,
e{qfq.,-

536 GU20l1

t. (1) {t Frrri ql qlsrq cl-q ei|slq eh Fsr.l{
qtq'n ({sflffiw) Frqq,2611$ 1

(z) t rrcry { v-+rsn 81il-frs *i r{t' *'} t

z. ff*r eTtr Yqrr{ Hrq* fr{rq, 19+s d,-
(i) ftqq, +: m d "ffi qlqq6, $d, *dt{,

Erqt*ql, q-is-ctr etn Atre-+mq e*i veq-srrq,

m, fu{fi sffi{ns eilqn ffi : qrm d
qgq ERT erqrfrd sMq dr qrqd" Yrd $
TedFi rT{ "i4{, i5tfr'6'ff,I, Eq{, qm{,
;am*q, qig-ei, lrtFFFtcIK elR vec'gtiq, td
furd srtrt{frq enqn H eft nneErg t
gRtqiRl : qrcc d qgdanr l{rqlftd sMtldr
q1q6r'q1qrd qrqi t

(ii) srJ{qlq'*vsc +s { er{*qfleT5f,r eqfi
fii + tdq v-d d er*{ YId rfqr 5 $ ss
qq ffi{fdfud rql ndrq$, eief( :-
" (s) eTr+ffi'q{q fqqqr fTq-{d * sc d,
q-cd d sd * fdq v**. Fd qrq { q.rtd+'

gn* ercrr+fttrJ ttqqmtti) rryet'n t

q{q|{q-fi * s{ * fqq srkd. g{cil tsT€rf,{

t*J (Sqs{eTR ftqtdl qrm-*. s'l u xqn
frqqdel enqrqoarEttfr t"

tml wdqfr q * vgq +o d srg4fi7€r{il srgm
q,,,ri * fiTq vt-d * s{*{ {d swr s * prn
rR ffifuR {qr qrqfi, qr{tE :-

(i)



r
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.; "(5) s$*crer',i:qvd fqqqq'fTrRfi * sc q,

vrd d.oq+,*r*rn eSq..6 qq fr q.{fuq,

g{qlT eTErfi ft*J rqil 's.tru t c{"qrq+=fr Ei

s{ + fmq srftr*. E{sTr emrffi ftcid qrffi-+'

FrT t,v.€oqr qqrfr t't;

,; (iv) sTfqFi'q'i, "qs:Smtffi fu" Yfr{ d"
''. ol?th sc-yfi$ "s. q,qtr q1q$ qlqfrr'$ qg

icvrd r {,rrq (q") S{yq"SFqTsrdrfqM
t +sTF -q{ fmkfqil Grr qrg{r, qqf( ,-
" (q') .Etror ls * 65 qd ftt eflrg qT? CI.r

' *ff;"
(v) irgqfi u '61 rK dsr :s {,'e*tftr * stf '

KEq.?il -S$'"ftqffi m' Wd * qq-Er(

"dr dfisq'" gpq 1$ qKt I

[,rnr. e. gffi- u au /6/2a09-etqs,sTfrf

sr{'uT qogt, wSff sfss
vtqfuqu, :-qa fwr qr6 $ n_"{E{ srfirqE{r fuilo"

!ts'-g-ts/45-W( r ), nrfrs 2t-tz-r94s
Anw,rfrrn&,q.Tq q *{ql's'l.fr, 4s(3{),
nrfrq a+-t-2011 ERr g+rr qtdq qvfrsn

f$m riqT t 1 -s * IgTg r+ qtlrssff}rc ffq
*r wrqc frqq, tg+s a*qlq eln vqrEq
qtqql qfqh"qq , rg4o ($$qtqsqs-e t )
qrd sreNr afu qftqn qqrq dmaq (lqr€eq

frqrrr) *n+rqn* errmet r

MIMSTRY OF }IEALTTI AND RAMILY WELFARE

(Department of Health)

NOIIIFICATION

New Delhi, the 18th February, 20i 1

GS.R. 101(E).-Whereas a draft of certain rules
further to amend the Drugs and Cosmetics Rules, 1945,

was published, as required by Sections 12 and 33 of the

Drugs and Cosmetics Act, 1940 (23 of l94A), vide
notification ofthe Government of India, Ministry ofHealth
and Family Welfare (Deparhnent of Health), number GS.R.

303(E), dated 9th April, 2010, in the Gazette of India,
Extraordinary Part ll, Section 3, Sub-section (i), dated the

9thApril, 2010, inviting objections and suggestions from
all persons likely to be affected thereby before the expiry
of a period of forty five days from the date on which the
copies of the Offrcial Gazette in which this notification is
published are made available to the public;

And wlrereas copies of the Gazette were made

available to the public on the 13th April, 20 l0;
And whereas, no objections and suggestions were

received from the public on the said draft rules;

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 foll,owing rules further to amend the

Drugs and Cosmetics Rlrles, 1945, namely :-

1. (l) These rules may be called the Drugs and
Cosmetics (2nd Amendment) Rules, 201 1 .

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

2. In the Drugs andCosmetics Rules, 1945,-
(i) in rule 43-A, for the words "Chennai, Kolkata,

Mumbai, Cochin, Nhava Sheva, Kandla and

Inland Container Depots at Tuglakabad and
Patparganj, Delhi : in respect of drugs imported
by sea into India", the words "Chennai,
Kolkat4 Mumbai, Cochin, Nhava Shev4 Kandla
and Inland ContainerDepots at Tuglakabad and

Paparganj, Delhi and Tuticorin in TamilNadu :

in respect of drugs imprted by sea into lndia"
shall be substituted;

(ii) in Schedule A, in Form 45, for condition
number 5, under the conditions for Grant of
ApprovaVpermission, the following shall be
substituted, namely :-
"(5) As Post Marketing Surveillance, the
applicant shall submit Periodic Safety Update
Reports every six months for the first two years.

For subsequent two years, the Periodic Safety
Update Repofis shall be submitted annually.";

(iii) in Schedule A, in Form 46, for condition
number 5, under the conditions for Grant of
ApprovaVpermission, the following shall be
substituted, namely :-
"(5) As Post Marketing Surveillance, the
applicant shall submit Periodic Safety Update
Repo.rts every slr months for the first two years.

For subsequent two years, the Periodic Safety
Update Reports shall be submitted annually.";

(tv) in Schedule F, under heading "I. Blood Banks/
Blood Components," und€r sub-heading
"H. Criteria for Blcod Donation," in condition
(1), for item (a), and entry relating thereto, the

following shall be substituted, namely :--
"(a) the donor shall be in the age group of
I 8 to 65 yearsf'

(v) in Schedule K, against item number 33, under
the column 'Class of Drugs', after the words

'l,Iicotine gum", the words "and lozenges" shall
be substituted.

[F. No. X-l I 0l 4/612009-DFQC]

ARUN PANDA, Jt. Secy.

Foof Note: The principal rules were published inthe Gazese

of India vlde notification No. F. 28-10/45-H (1),

dated 21st l)ecember, 1945 and last amended

vlde notification number G.S.R. 45(E), dated

24-l-2011. The Drugs and Cosmetics Rules, 1945

as amended up to 1-5-1979 is contained in the

publication ofthe Ministuy of Healttr and Family
Welfare (Deparbnent of Health) containing the

Drugs and Cosmetics Act, 1940 (PDGHS-61).
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