
ffiri"gJ"W"-33004/99 REGD.NO.D.L..33OMI99

wfrqqg

ffiT
T,h,e Gszette of phldio

,*ffi*,
rmII-Etus3*sq-€rg (D

PART ll--Section 3--Sub-section (i)

urftrqffi t II;FrFrd
PTJBLISHED BY AT.]'THORITY

d. r82l =r$ fe5*, vJffiarru, s{iTT s, 2g1g,z*d 19 , 1932

No. 182 NEW DELHI, FRIDAY, APRIL 9,2OIO/CI{AITRA 19, 1932

ERq sfu cfiqn ?manrttr {Trirq
eTFrprtr

or{ m, 9 er*o, zoro

sr.qr.fr. aos(eT).-ffq eils !-srr{ vrq* ft-q'q,

194s 6'r sh dyiltr{ F{+ + fctq EftTqq fffi 6 ffi1
cr6s, ffi **q vcq.R ffq etr vsrqq s{$Ifuqs, 1949 ,

( tg+o qr z: ) o1 eIRI t 2 *c *fi{ 33 Fffi v-<q nffi qr

:rdq m.ri.gq, e*,ftT n6ffi qeTr€tF.R Eld C qrrqsi e-t+

*'qrdqq-{ri e.r vRTIq frTfi * s*a qraefr afi ed{r{€R
T{ qqT qFKrqI ET qTT{Tfr * fdq rfiifrK f+'qr qnr t
fsrq* rsd aqrkd Eti 6t qq-aa * e*q tro {lf,fl { qd
t t+.sm q-sq fiq$ q{ s€ drfrs €, M e'q {Mqt
q1 sRrqT, fr*r{ zrc aTfttqq-{T rfiiRld q1 qrfr t, ql-*r el

^ 
n.\. \.

sqercrr *rr 4 qrfr d, ffis ffi E1 q-qftr 61 qqlF{ *
qrqr(f{qn f+-qr qrqrn;

an*c q ggre, vR 4t€ Ei, efiq-E (sRPrT), €Rea
etYt qfuT{ 6-F{Iq t'fler{r, qtct q{dFR, fuq rr*q, T{

fmfi*rtoot t q1*$qvfi;
t€ orTsic, qI gfln qt S s.ct qenfqfqRce qqfq qi

Rqrk * gd v-fi vrsq frqql * s-qq q ffi qen t
srq d q-dri d-*q qqon ERt ftqR ftqT qrqlT I

crgq fTqq
r. (r ) g+ ffi sI ffq{q crc Nr sih YsI.r{

qtrfi ({s{rxrsfrq{) faqq,2s1s $ I

(2) i rrsq: { B-{-* erfuq norffi s1ilfrq 61

u-gn*') t

z ff*r *t yei*fi qrqfi fTqq, 1945 (kd Es*
q{qr( s*r frqq 6EI Tqr +) {,-

f+qq, 43q'd "ito6, qtcFF'rfl, {q{, st*{,
€r-i{rvtfl, q"isqi efu s*r{vftq e+r*rtc HI
gld+r+K e\ Te!r6'rs, ffi : wra { vgr
6gr en+rFn aMtI -6'l q;q6" ffi $ wrq q{

"*T{, etm-6m[, nad, qtgh,;arewrqt, e"bml

trTfiq enrrm fs'i. gri-6,$rqq sft czcq'iq,

ffit e*( Efreffig d i1frr+kq ; t{rrf, { ${F
gnr en*R-o sMi ai s1-qtr" q64 r*}qrq'i r

3nq* q $, xsq +s 31h s6q 46 i,
si-{*qq/cq3sT ii-SEn c.{i * fdq lrd d ertrq

Yrd \rsr s * tqn q{ fiffihfufl rsl qTqrn,

erqt( ,*

"(s) srr+{fi qrq fqqsn f{rrirfr 6 sq d,

r-6-d si sd * frq ed'fi dd sRT S sTt€-fr

ETsn ertrdq ftqif tqiq€WTR nsili) vqn
qtn r q{fl-flfi { sd d ff,q olfus'E{q{r
srsil{ ffiJ (dqsqqn fi*lr) qrffi-+ q.c *
yqa foq qri Eh1 silqcqErdt *ft t "

Wqdr q d, t{ s d e?ft{ ss ( I ), " (6")

qrflr 18 r{ es q{ +1 eirg €'qd { Ett[;" rrq,
4t6d-€ dkq€qtq^rdqrqi r

oTSE* z el qc €@i :: d, ff${ * e.f mq
* fr .g-4ffiq .rq" vrqJ * qv=qr( "e*r
til*qs" qrq o{d:Ta{Frd tqrq erqi t

t.F'r. €. \Fq- I I o 1 4/6rzoordqwqfr 1

ffid +qfr, qEF qfrq

(i)

( ii)

(ul)

1333 GV20l0 (l)

(iv)



I
THE GAZETTE OF INDIA : EXTRAORDINARY nnrII---Sec.3(i

cre frqur : qo f+w 6qq" t sTfirqq-{ v€qr*,
qs"28-10/45-gq( I ), Wfrq zt-tz-tg+s

ERr v-6.rRm frq'rs. ei 3+R qlqT.fr. +s ( e{)

Eftq 21-1-2010 6Rr F{i elfdc rrsilert

t+-qr'rm t 1 -5-tg79nq. qqtd{mqd 3*slti

*r cqrq{ fTqq, 1945 ffq git{ Y{rtI{
€rqqi eTfrrfrqq, 1946 1d$*ga(e-61)
qrd EIT{q eqt{ cftsri ?FiaIM Eiilqq

(qrcrateqFr) *r$rqn{ elf,ffi€* r

MINISTRY OF TMALTH AND FAMILYWELFARE

NOTMCAIION

New Delhi, the 9th April, 2010

G.S.R. 303(E).-The following draft of certain rules

furtherto amend the Drugs and Cosmetics Rules' 1945,

which the Central Governmeni proposes to make, after

consultation with the Drugs Technical Advisory Board, in

exercise of the powers conferred by Section 12 and Section

33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is

hereby published as required by the said Sections for the

information of allpersons likelyto be affected thereby, and

notice is hereby given that the said draft rules will be taken

into consideration after the expiry ofa period offorty-five
days ffom the date on which the copies of the Offrcial

Gazetre in which this notification is published, are made

available to the public;

Objections or suggestions' ifany, may be addressed

to the Secretary (Health), Ministry of Health and Family

Welfare, Government of India, Nirman Bhavan' New

Delhi-l10011 ;

Any objection or suggestion which may be received

liom any person with respect to the said draft rules before

the expiry of the period as specified above will be taken

into consideration by the Central Government.

DRAFTRULES

1. (1) These rules may be called the Drugs and

Cosmetics (2nd Amendment) Rules, 20 I 0.

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

2 ln the Drugs and Cosmetics Rules, 1945

(heleinafter referred to as the said rules),

(t inrule43-A, forthewofds "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, Kolkata, Mumbai, Cochin, Nhava

Sheva, Kandla, lnland Container Depots at

Tuglakabad and Patparganj, Delhi and

Tuticorin in Tamil Nadu: in respect of drugs

imported by sea into lndia." shall be

substituted;
(ii) in Schedule A, in Forms 45 and 46, for

condition number 5 under the conditions for
' Grant of Approval/permission the following

shall be substitufed, namelY: -
"(5) As Post Marketing Surveillance, the

applicant shall submit Periodic Safety tjpdate

Reports (PSUR) every six months fcr the first
two years. For subsequent two years the

Periodic Safety Update Reports (PSUR) need

to be submitted annually."
(iii) in Schedule F, under para H, in clause (l), (a)

shall be substituted with the rvords and

numbers "the donor shall be in the age group

of l 8 to 65 years;".
(iv) in Schedule K, in item number 33, under the

column Class of Drugs' after the words

"Nicotine gum" the words "and lozenges"

shall be inserted.
p. No. X-1 I 014i6/2009-DFQCI

VINEET CHAWDI-IRY, Jt. Secy.

Foot Note : The Principal Rules were published in the Offrcial

Gazette videnotification No. F. 28- 10/45-H( l)
dated2l'12-1945 and last amended vide G.S.R.

45(E) dated 2l-l-2010. The Drugs and

Cosmetics Rules, 1945 as amended up to
l-5-1979 is contained in the publication ofthe

Ministry of Health and Family Welfare
(Department of Health) containing the Drugs

and Cosmetics Act, 1940 (PDGHS 61).
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