
LIST OF DRUGS DECLARED AS PROHIBITED ON 02/06/2023 

(Refer Government of India Gazette Notification No. 2297) 

 

Sl. 

No. 

Prohibited Fixed Dose Combination 

1.  Nimesulide + Paracetamol dispersible tablets 

2.  Amoxicillin + Bromhexine 

3.  Pholcodine + Promethazine 

4.  Chlorpheniramine maleate + Dextromethorphan + Guaiphenesin + Ammonium 

Chloride + Menthol 

5.  Chlorpheniramine maleate + Codeine Syrup 

6.  Ammonium Chloride + Bromhexine + Dextromethorphan 

7.  Bromhexine + Dextromethorphan + Ammonium Chloride + Menthol 

8.  Dextromethorphan + Chlorpheniramine + Guaiphenesin + Ammonium Chloride 

9.  Paracetamol + Bromhexine + Phenylephrine + Chlorpheniramine + Guaiphenesin 

10.  Salbutamol + Bromhexine 

11.  Chlorpheniramine + Codeine Phosphate + Menthol Syrup 

12.  Phenytoin + Phenobarbitone sodium 

13.  Ammonium Chloride + Sodium Citrate + Chlorpheniramine Maleate + Menthol 

(100mg + 40mg + 2.5mg + 0.9mg), (125mg + 55mg + 4mg +1mg), (110mg + 46mg + 

3mg + 0.9mg) & (130mg + 55mg + 3mg + 0.5mg) per 5ml Syrup 

14.  Salbutamol + Hydroxyethyltheophylline (Etofylline) + Bromhexine 
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lqllr ll-lllrs 3(ii)] rIIaiT SI IFFr{ : rrlTl:IlrlrT

qEk*<T

'rtkd,2ai,2023
dr.qr. 23g5(q).--T{fr h-E vc+n i ffir} 3rtr yqr}5 rrrq-ff 3tfr}F-q'E, 1940 (1940 61 23) ff

Em 26+ errr rr<T nnm -r q-+rr 6tt 6q qr+{ gqqr,r + ft qffifr{ + ffitt ftfut C{r-6

{a!i-{ a-rff <qr } Rrft B( eRq.iq, R-a 3it{ G-dT'rr sn ft{|q 10 qr{, 2016 t rrrcc h rrcqx,

3rqr?rrol, l{FI ll, Ejs 3(iD ii ,6rflrd qft{s-{r q .q.777 (3{) t il6-{ cftBa fr{rt

q-{rq 5r{q-r ftftt-s 61- *o 6 qrqi t R-{i6 1 5 fr*lar, ZOt Z i 3IT{ n Frfr t ftr' III fr?ft * 3{r+d t
qa dlal i eTq-ilqu6 3.eo mt 5q ft rs qs-Jt.ft frq+ {arr c 1988 q q-dq r5fift6 6tr *.'*
ft{r rlq.r qr, tR qrqil{, qR q-d \'rn qTE-fr t, tr <n ffi t qiq +r q-r'ft A fr +fi frsin-d grr4;

ffi, Frt ,nat l rqt rtrr+q Rcr rrqr cr, d ffi 3{t rrnrq qrrfi qFlftqq, 1940 (1940 4r

23) ff trr{T ZO+ * r5aG;ft 3ifu{s-{T +r ftqq dt+r qrGqr sq qrq-A ff qr.{ {r.fir{ drrl rfud c{
acls-f qftft 6ra qiq ff.r€ ff FH 1 q*q,2022 d ru rqr qr 3Iq+ ffi *< rr+,rr fr rEd ff
fi n-cr ffi 3lk st<{ yrrua 3rfldftm, 1940 (1940 T,r 23) ft ,rrrr 5 + rat rIRd 3frqrr a-+f,rft

r.rr5+rr fr€ i ftqlrrfl Eftft EI-II FE-{T B'i2 'r. q-rxFf q"[ ffr
srt( c-qft, Bqlq* qftft t ffisr ff fr ft'Y{ uq+ff t cnft-q zqii +l #€ irffi+

3itft-.c a-fi t ''it{ qsdtff t ffi + Rq *tuq qrfr.1 7r q-I{r ar-eqF{r T1 {nEd t, ffi,} 3it{

qqrqrT qrqfi 3TfuFqq, 1940 ft tlrlr 266 + ?rd-(- sq n'r-$t ;r EffT, A-ff 1 Bn-'ui 'r'-cftdE
qrrFrT 3fl?reqi6. tr u-f+ n *;6 i, tffii t <+r h ffi ftiq-firr n 3'r"iF.r eI Eftqfi qr^cF {u ff
3r{c6 t{r ;qrm{rrd iA *, t*fq", urrr zo+ h q?( +u-q cffifl'qr -wt fi ffi'gI ff qrff *r"

3{t{ w{ft Rifq-d qftfr BtR q}qtrn-+-fffr rqrr+n'iidfr-ffitltn""_{'-t 1rrrr.#
srd t qEg t ft tqr t qrEr i qrrq sq"n rr * frc ffi 5E-ft, q*L+ BI FffiuT E-& 3rt fr-fl.r,q{
qfuftr+-flsqqtEftqraiFc{r3naqqe3Il-.sm+f tX.------,i-i , lt,; . -:.1 "i'. - ,'r r: ,'r-
gsftrI, Brq, qTCd {rc6r(, srrz:r eila.{ft{rr s.dqrut {Trqif {d{IRqCrrrffi. irAfrfGltfr};iFlr Et{t
+ r1.'qqz, q-srerroT, qFr 1, Erc 3, sq-qs (ii) t srlfwiTF}{-{-fl Ti'r[rTi.]n. trFf F{)'rftair1f 0rffi;
2016 h 3rftfiqsr t sr Eetril qftft *{ efrqu ffiff trnrfi,rr Af + FrsTRrri * tmdtt im at<

ffi a-qr sH s-sftr{ qftft-{c, 1940 (1940 sr 23)-fr qT{ra6{ Aqr f{-crF6fi *61i1 6rft!8,
a;r rt+rr qrffifiq + ffit ft ftPl-< g{r+ qfi!-i-erfr -{r +rsrrq 3.rTm il ftq tsfth;fttt

'. 
1'n.. t *. t1 s35rsg/20 1a=ffi '(qTlf:rv)l

, . hrrT'r;rr'fu4,qt+qRq

- :i I -')---' :-::i r', 
;

NSTIFIqATI6N' ", ' : ; ..: . t --r' :i 'l '
New Delhi, tho 2nd June J023i\ - ): ,i : :i. ). ', I: ri- : .I i, :' -: 1 .

S,O. 2395(E),-Whcreas, rhc Ccntral Governmenl in-cxerci*'e of..tltr' po$cr5.clrr brrcd by lccliotr :6A-gf the

Drugs anrl Cosmetics Act, 1940 (2:l of 1940) prohibited lhr'IunulJuturc li,r sulc. ralc nJ di\lrihulion lirr humrn usc

of diug fixcd dose combinarion of Amoxicillin+ Bromhexine ridc nolifi(ttiorf iiumbcr S.d. 777 (E) published in the

Cazett-e of India. Extraordinary, Pan ll, Section 3(ii)' daled the- mo Marii+'- ?(M6: i- '.'- r--'=-r'i '' '---lt ',1- 
-- -

And whereas. in light of rhe direclions Biven byrhd Hon:ble Suprernc €qun of lndia in ils iudgemcntdated

the l5rh December, 2017 in the casc of Union oi lndia atul Anr' v/s. Pfiz,:r-Lld; and O.rs Civit ApPcal No^22972 of

2011, inter alia,mentioning lhar in respecl of I5 FDCs clainrc,.l to hc ,riiL,wcd prior ro [988-., cmlral .Governn]ent

may. if il so chooscs . dc noro.rrry-u'u, an inquiry a\ lo whL'thAr iix.iii ii,',.i .ionrtriiraiiont iicen*ctl- iirior'io'l'01t8

should bc thc subjecr maner of a norificalion undir iccrion- 26it ot thsr Prugs ,lnd{.ortrTrctic\. Att .194(X23 sf t+0),

thc mallcr was examined by an Expcrl Conrnrittec constilutcd by Covcrunrcnt ol lndia $hich furnishcd its rcport on

the l', April. 2022 in respect of abovc drug lo rhc Ccntral Cot'r'rnnrcnl and Drugs Tcchnical Advisory Board

consrirutcd under secrion 5 of rhc Drugs and Cosmetics Acr. lgJO-lllof lq0) Bllrceii lo th€{i)iorrsubniilicd hy the

Expen Commitlee:

a

J
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4
THE CAZETTE OF INDIA ; EXTRA ORDTNARY

And whereas, the Ex
IPART U-Src. 3(ii) Ipert Comnriflee recommended that "lhere is rio rhera peurrc jusrification for the

ingredien ts contained in this FDC and rhe FDC may involve risk io hu man be ings: Hencie . in thc largei public interesr
rt is necessary to prohibir rhe manufacture, sale or disrriburion dl rhis FDC undcr Sccrion
Cosmeri cs Acr, 1940. In view of thc abovc. any kind of rcgulation or

26Ajusri fi able. Therefore, only prohibirion under Section 264 is recomme

of the Drugs andrcstriction to allow fbr anv
nded". :, . l.

use rn palicnts is not

Advisory
And whereas on the basi
Board, thc Central Covernmenl is satisfied lhat it is

s of lhe recommendations ot thc Expcrr Commillcc. ond the Drugs Technicalway of prohibition the manufactu re for sale, sale and disrributi on ior human use of the!,sai d d.ug in the country,

necessary and cxpcdient in public interest to rcgularc by
Now, thelefore, rn supersession of the noti fication of the Govern ment of Indra. Ministry of Healrh and

Family Welfare (Depart menr of Health and Fanril y Weltarc) publishcd rn thc Gdzerrc of India. Extraordinary. part II,
Section 3, Sub-section (i i), vide number S.O. 777 (E) dated rhe I0,h March.20 I6; on thc basis of thc recommcndations
of the said Expert Committee and rhe Drugs Technical Advisory Board: a nd tn etercise of powers con ferred by
section 264 of the Dru s and Cosmetics Act. 1940 (23 of I 940). rhe Cenrra lCovernrnsnl lta,a6, prohibirs rhe
manufacture for sale. sa le or distribution for huma n use ofdrug fixcd dosc conrbi nation ol Amoxicillin+ Bromhexine
with immediate effect

lF No, X.l t035/-53/20 t4_DFeC (parr,lV)l

I ARt?HANAPATNATK.Jr. 
Sccy.

lrr. {..X.i I030/5A1201afu 
1rrp1-1y.1;

. 
-,{rllq;n T.a{fT{, CTrf qfr_{
:r
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5

s.o.2396(E).-whereas.theccntra|covernmcntincxcrciseol.lhcpowcrsconltrrc<lbysection26Aolthc
o.g, 

"na'ior."ri"s 
Acr, 1940 (23 of t940) prohibircd lhe nranulacrurc for sah-'. salc and !.illi!:lliolfor h.u.ltitn usc

,i o?rg f"J dose conrbinarion oi ptrolcodioe+ Promelhszine vidc nolificalion nunrbcr s O' Tltq (E) publishcd in

itr" Co?"it. of rnoiu. Extraordinary. Part ll, scction 3(ii)' datcd thc l0'r' March l0l6:

Andwhereas,inlightolthedirectionsgivenbythellon.blesuprelnccou(oflndiainitsjudgementdated
rhe l5rh December,20lT in rhe 

"u." 
or'uiion oitnoi" un,t Anr. v/s Pfizer l-r4. and ors. civrl Appeal No. 22972 of

iOtl, irte, ol;, mentioning that in respccl of l5 FDCS claintcd ro be approvcd prior to 1988 Ccntral Cov€rnment

may, if ir so chooses , de nouo 
"o.ry 

iri an inquiry as lo 
^whtlher,fixcd 

dose combinalions licensed prior to 1988
'rf,"'rfA 

U" if," subject marrer of a notification under iection 26A ot thc Drugs rnd Cosmetics Acl 1940(21 ol l940)'

it" rn.,,", was cx'amincd by an Expert commitree constitutcd by Govcrnnrcnr of India which tirrnished its repo on
'-- 

il; npriL, 2022 in resiect of-above drug to the Ccnrral Covcrnmcnl and Drugs Tcchnical Advisory Board

consrituled under section 5 otrhe orugs and .osmetics Acr. t940 (2:l of l9.1ot grccd lo lhc rcport subntittcd by thc

Expen Commitlee;

And whereas, the ExPert Commitlee recommended that "lhere is no therapeutic justification for the

ingredicnts contained in this FDb and the FDC may involvc risk to human beings, Hencc, in thr' larger Public inleresl,

itisnecessarytoprohibilthemanufacture'saleordistribution.pfthist:DCundr'rscclron26AofthcDrugsand
Co.r"ric. n.r, fSaO. ln view of the abovc. any kind of rcgulariiiri (,r rcslricli{)n lo ull('w li'r ny usc in palicnls is not

juslifiablc. Thercfore. only prohibition undcr scction 26A is rbioriimqndctl '

And $hereils on thc basr\ of thc rccommcndulioii''irl 'ihc Iiri'tiri ( i'rrinrit\ci' iiirrJ. ihc Dnrgs Tcchnical

Advisory Board, the Central Government is satisfied thar ii'ii'iictbi-s iy an0 ciPcdic"i t" ll,!]l: ll':J:]:.lo-resularc 
bv

way of irohibirion rhe manufacture lbr sate. salc and dislriburitiri firr hlirr'lrit trs'e. (,l lh(i \lrJ drug in thc countrl

Now, rherefore, in supersession of the norificaiion oi ri'ri coriinnicni of India. Mini-\try of Hcalth and

Family wclfare (Depanment or Hc;r'"il"i'rmrrv wtrr"t] Pilli)l:q:i: t6" Giicrle of [iaia' Exrfarirdinaiv' Pan ll'

Secrion 3, Sub-secrion (iit, viOe numier S.b.'lSS r'Et Aor.a th. llI[ NlarLh.: ]Ol6: on thcliaiis t ' t'lic rc'commcndctiont

of rhe said Experr commirree ^"d';; ;;;r i;;;ni.rt A,rli*u;5' u,,rirl: irritt in eiertilri tr fowets toirtcireo bv

secrion 26A of the Drugs rno tn.n."ti.r-i.t. 1940 (23 ofl940). lhc (';rifrul C"vciiiirllht hbibhy lprohihirs rlii

manuracrurc ror sate, sale ., o,;;1ililr];;'r,rr- ,..:"i,j.;'-fi--"-,1'l;:;.J;;i;irti,n-;i:q[Ja.al*r;
pio.ertrartne*itt'irr.diut".ff."'i."'" .-r't.,t,:;i",;-,:'.,i,;rr; ,lr,-,.lrj:.ir"it',iir]

.:. ).; -' .; , 'it'': 
li",xiJolvav20llt-PFq: (h&'-lv-)J

trrFr It-E!-e 3(ii)l l{r(d fn TInFFf ; r'ITUTrq

NOTI}'ICA'TION

New Delhi. thc lnd Junc.202:l

qfrqr<i . -" I

ARADHANA PATNAIK. Jt' SCCY

t' '''t__t' _^ ":':''i:-':"' :i ''
i..-rl-

I i r: )

fi.qr. 2392(q).-ffift +-i a--6r. t 3ffi} +..c-{p- rircfi:rf'IiTc+ irj+of rGao T,rt).ff
$rcr 26EF ailr *" ;tft{i * rdrrl 6r-{ Eq 

qrr{ z'{'ir{r + ftr.ffiqrfi iftq{ + ffi}ffi
. "#ffq 

* qmRq{*<rrc + tatq+ frfa-{ g..rf,'qri .rq-{ ar'ft r*r + A'ft a{ Ftr.'Ir"qff
#A*, + n"i* ,O cr{, zoro h wrm h {ri.'If; 3rql?IF-r, rrm ll;rris 3(i0 t-ffirf,$rfr alfuIfs-{r

6r.qr.869 t3{l * ilfr{ qfrfud ftqrL ,' . i . ,, 
.

3lt( q-{fr, qrf-+q ssdc aITIIIFFI anr 2017 ft ftftq 3rftnlT-219?:T:f-f et''3i-'t

a-n.rqslg-q-(ftfrtsqtrr.qtqrq-ttftriotsfr-+r,2017}'?i'r4tiq-4dEqIrr'.ft?'grth"fa+t
,- ,rA * **-r*r-6 vore art gq ft 15 usftff Fr+F ria'l { 1988 t 'rr't iffiEiR-d z'r+ +.r il{
ft'qr mr m, itq T{6R, ufr .E fr =r?ff t, A ol e-t + qr+ ii ffi'1:6-6t*ffi'-f+
"fua, 

frt 19SB t q-tt 
".E+* 

A*.rfi;, 6l ffi,J "tr' vqrr5 qr*ift'-3ifelfu''tb+'O;1tSnO +l

ial * il 26;h ilEt.ffi 3lfu{q-{r +r fr'rq ffi sieqr zq rrri ft 11 ar+:l- aI nfro q*

Ariqa 
"nA 

r* *i A.rC .ft ffqt r 3r*-{, 202?-A Tn <qI rr. ffi f irt a-a q-'+rr +l rr-q-d-t

t u.qr qtrf* 3{t{ q14 s-.-rc* 3{f,dft€rc, f e+O ti-940 r,r 23) ff rrrn 5 { TZn rrfta *qrr :rffift
s-drr6rr +f i Aelrrfr qfrfr errr Ftr{.{ B'ftJ 'p qgrft a-6 fft

^-.-.,.-.-,:t1-..

I
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6 THE GAZETTE OF INDIA;EXTRAORDINARY
lP^Rr II- sEa. 3(ii)lft q-{8, ftq}'rq qftft iffiqrffffft'rq u.q*.ft fr rnftq ?z?i +T snri trrtEfetfu.c i-S t +{qr+ft it tqrii h frq frfuc enE-{?i {+ilr Al Eqfrrr qrrI+ q-{Edt,3rMr}3irc-{na"r Errff qfltft+q, 1ga0 ft ?IRI 26S + d-6r 

"q 
r{g;+ft + Afu,rr ftfr cr ftfrr,,r q-. qfuiEwrr+ qrqeTfi 

$1 sq{-s h qr+{ i, tft?n t -dI + Atft fr r+,rr i 3g+tr al ftfiq-mwcftau ffqTrrft.+{r ;qmtrcrfrlr 5qftn , rrrr 2O+ * a-fa +,fi nftqrr. frrr Sr{ft fur,rftsr#qrftlr,,
ei-{ w{ftft.e}qn qftft +{ strrq nq-ff.ft rqrar,n # ff ffirii * qrrrrr .rr , fia rrq,rr rqemtH-gu {ftturi c-{Ed t qr+q sq-dq *ftrrm r{r ff E-ft tRrftM"r, Eff *r E-a-.q.rrcftiir il CTCTIT T G'Aqrq +i:-rr qrqcq-.F Bia F++{ il

ttfrq, 3r4, t1rr {rc61. , Rrpq 3ft{ qft"rt 6-,"-{M riTr+{ lana:ir cfl-{r. {-qT'Ir fuirrlD ar.r rrrr-irh n-qr{, BRrIErr<uI, rrnl lt, Eis 3, sc-ris (iD t cTrftrd
d-+-+ft q"flu-fl-. it'

3rDt-c-{r Tr.'dr. 869 (3r

6 Pffieir
) ft-+r+ ro qd
t erenr q-r +i

2016 i erftrfi.q,rr ii 3-m ftslqfl qftft st{ frE$
rrEzn

*'rF* il{r ffrsru-; 3rlsftqq 1940 (1940 sr 23) ft trrq 264 i;t'r c-{il rrfui r,r e-+{ +:,r* 6q,*'* rc+n T+GRfltq tftse+ @++<* Wt+Ri wilftcc e+<r€+ H{ ff Efb"+ +E-cr+ti-fierft€r* qr+qsrfrtT *ftSR-ff * ftlBftst']r, Eftcr f+rq.trile'rq 91 zr rI (F[amft{r

lET. ri. X. 1 I 035/53/20 1 4_ffns-r{+ (eilrr_rv)l

,. .- |L ,f 3Irr-r-fir'Eaiqf,dq-+qft-{
:. r l ' l :- l ;

f:i1 '; :: i:-'.-i1.i.,;;r,1 i

^ s.o.23e7(E).-whercas ,he ce,,:;:I'#:fHHSrii.r,.",i,. if,.,,..- :' ,, .,Drugs and cosmerics Act, re4o r2.1"r reaor p,.,r,iii,.dtiilr;il;i;ll;,:l'.Tl.i.I:T:,lll'Jl,i,ii,:il;:l;l*rll:of drug. fixed dose combination -"f Cf,fripirir"l.rrir, _;;r,;dl:
ifl,l;i;I,,gl1?lU X"lfl::j*:,i1t1l."n"";tfl*, * q,i,",-JAiil"##i-ol [i]:it":r]!fi,1

whereas. in ri'hr of rhe dire.ions given by the ,on bre silienre c_run or tirara !n irsjuogeienr datearhe tsrh December. 20r? in rhe case or uni- uii,Ji-ina';;;;;t'dr", l-1rJ. anrJ or1 ciuirrApi.iil r.io. j:srr ur2017, inter alia, menrioning lhal in respecl 
"f 

f S eOi_.i"jr"al,, #'.op.r.uft,tri.i6-IgtlB..Cbhii4lCovernhrEnimay' rl rl so chooscs ' de novo carry-oul 
. an inquiry * ; ar;il,'i*,r rf,sc conrbirratirmsliceqscd. prior io .tgti*shoutd be rhe subjecr marrer of a ,oiificarion , rj"; ;;;;; ;[A';,i',n'i^irrr*- and (irsnrcrici n.r .iuqoi:t ni rsqor,the matter was examined bv an F'xoert conrmi*ce .""riiirlJ r,,y' b,,r.'i,., n,.n,-rt lrdiu which [urnrshccl irs rcporr on:::'il,t51i#11"',lJ';*;:'"'*"" 't,,e io;;;;;;;,"k;;l1i11i rr, Diirgi-rc"*riicamivi,r,iy nu,,,r

Expert commirtee; Jru8s and cosmetics Act, le40 (2-1 ot to.ul ,grce.l'io i* ffi iiiiilli, n, ,n"

' And whereas' the Expert..conlmrtlcc recommendcd lhar "thcre is no rhcrapcuric lusriticalion tor rhcingredients conrained in this FDb and rhe nOC r"y i"rri". rii i ,Ir,,r, t 
",ng*. 

Hcncc. i. lhe t.rgcr puhlic inrcresr,il is nccessary to prohibit rhc manufacrurc. rrr.,i. aiririirii,r ',,,:',lili,rr, under recr.rn:o al,r. lr," orgr rn,rcosmerics Acr' rg40 rnviewof rhcabove.anykind;"*;,rii,,r'-;""i;icrionroal.wlirrunyuscinparicnrsisn.r
justifiable. Therefore, only prohibirion under secr ion)Oa li r..rr,r.rj.J

And whereas' on the basis of thc rccommendat ioris of thc l,:x:pcn conrriiitce and ihc Drugs TechnicalAdvisory Board' the cenlral Government.is satisfi"o ,r,r, , i- i"*t-r.y ,rn..i cxpedicnr irr puhlic irircrcs,i r.,gr,r,. t yway of prohibirion rhe manufacrure r"' rrr.. i"i" 
"rJ 

aloili#il;?rli, usc or rhe said drus in rhc couorry.
Now' therefore' in suoersession of lhc notification ol thc Govcrnnrcnl ,,f Ind-iu. Ministry of Healrtr andFamily welfare (Department oi Healrh and r*iry *.liriii'prrrr..r"i,'1, iti" cor.,,l:rir. tnilii. Exr,inliniri. rrn rr,section 3. sub-secrion (ii), vidc number sO. aos iE).'l;rti:',r,"'r,f" Marc(-ltit6; on rhi br\i.s of rherccommendations of the said ExDerr commiltec and ,r" orrgr:i.Jrii'."r Alvisrry Birirrli ina_ in cx6rcisc of poivi,r*confcrred by secrion 264 of rhc Drugs.and cosmerics n.i. i,jiij iji'U, Ie4r). rhi (iirirul Gorc;;;c;i 

,hereby

3f,TffJf,#,il";jl[,".j ;t:' ',* .or <ri.t.iuurion 
-iir :r,,ii,i,I 

u*" 
. 
o' a.g, ri,.; r,i.-; 

';1 ,#"ii". 
",immediare effecr. tromerhorphan * ci:ipErT,l 1 Ammoniu-m Cr,n iJ"r;- rr,i."i,nli 

",,r,
-r". I :

'c. . 
lt_. 

",,. 
,., ,,,:.rrs.lr!b r+-6nqc reon_rvrl

. .^; " .: ..1:. 
r ARADIIANA PATNAIK. Jt. Secv.
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FIm s!-s 3(ii)l rtTrf, i6I rTii-qfI : {rrl?]Tlrrr

cewiT
T€ AFft, 2 T{, 2023

7

6r.qr. ,'gg(q).--d.ft *-< rr+rr t ff') 3{t{ rqrrra qrrrff--rrFtft+q, 1940 (1940 61 23) fffirr 26s Enr rftr erft.d +r Tt ^*t gq qraq s,rfFr + al A q'tfr'."#'m* +frlfil gf{r6 +i+q{ erff <+r h F-ft tg"#qf,r A-n +. A"* A ft+r+ to crf, zoro h rrr.o *{r.rqrr,q{m,'."r,]rFril,<is3(ii) +,-TfiI.3rfuq'firur,r.3{r.909 
1.r1 il66ffid;i'" 

"fr yF, qnflq rgdq amrrFm eru 2017 ff ftftq 3r.ft.r,s,e,II 22972, \firnrrc afu 
"r.qa-{rq sriw ftft}s qt'r q;q * qrrt t friliE 15 fr++n, 2917 + qri ftqi t fr" * ntrt+ #.m tqa ari i qrq-stzrq. Fiq +-.i.=q ft 15 Tr'+fi B; q?,r t rggg q - .*# #;.r*ft{r nll q1, :fq qr6-r, qR T Fr'il7-ft e, A - A-. o r_" +z q+ff t E,; U* 

=_*
dmc-d, Bt 1 98s t q-6i qr-rtq R"r 

"* "r # ,tnA oA- ,"r- q,rcrn 3rFjft{q, 1 940 ( 1 940 zFrzsl ff rrra zo+ h a-ea fuft 3rD{s-{r +r aq-q Eo-r ,re", ; T,*n ff rrrr"r rrJ-{r. ffi rr*{ rrdqqqs ffift arrr eiq ff r€ ff E+ r r*". rin A*'# r. .14 ffi , 
"_.. + "#'#fr a'cr 3il.r.'J *. 6.4 srnffi 3rtuft{q,-,s+o lisop + ,ii + # i + # .'a_ #;""qa1zr,r f1f i Arip6 ffift 76 yrla f"nt * *zcft, *, #,

3ik s-dfr, frrtn-* ffift.] ftc,Tftrr ff fr fr ,gq 
""=1* 

q rnft-.r s_z?ir T,r a€ .+++trd
*Fq-cq r-fr B ft qs-SS t ?Trdi h fo fre"Arft-.+..*l*-oA,u a+rr+_c_{Fdt, ff} 3rl_.e-{iltra qrrfi Brlafiq'q, 1940 ff rmr 26s+ ilrofir1"6-+ff,h Anot"r, A#; ii61vr o.'*Auo**ITu** frr w-f+ + 3n+6 t, tffit + qir + frff *.m.t 

=q+r:rr, ai# * #"io +r{cfr' tfl ;qrmirm rfr Br rrf.q, rr<r zo+ * a-a+ +' +q cft*r F,,,, bF{ #dmer* # er'
+( q-{ft fr+q-{ cfrft +{ +.rq a-+-+ft ,*rffifr+ftffii Eiqrrlrm;}a-qrgn:=qqm + 

"-c" 
i ft ?n it qap6 q ..,* *+, + fu ; -* #,h*+,raqEf,fst,r;Gift iot.- furctcfuiu*qrcrcthftqr{-s-r3rrdersokr+i63,1-;1., lri I l;: .l .i,:.ii_;-ir_ i:.i ,r _. .r

--qft r', 3ra, qr?"T rr,-drr, qFuq +r q'-{r. *"d @'i+f t :il. .f-* -tr eff r nr rr*h rrqr{, 3rqrzrrr'rr, rrFr lt, ,.js 3, T.r_riG fiil t ""fnotU#+zoro h 3rftmq,Tr i --* aiir-'"tuft ,i,'.ir;';h# ikffi;l#,m#Rfft a'qr ff vqrar 3rrrl'-o,, 1s40 (1e40 * zei'+-';+io; # #.,'##l#;i# # a,*z qr.rr d-+R{r.otfr(rc - +aqe.' # 
-F# 

#;-##,.rff #ri,'t*+T#ii *Aa n tur Affi't, * * 6r.orr..ane 
"r* ; # .*ii i,

.. _ rrr, {.-X i 1 Ofrs.or.)01;.;ffi r-*i,ulr
plrrrlrr rrartzr+,. rtt-fr qFc-{

tTr- i; -

NortFtcATtow ''I
New Delhi. rr'" in,r lrr". id!i''.

s'o' 23gE(E)'- whercas. thc ccnrrar covcrnmcnr rn 
"*.r.i*",,1 

,n" p.r, 
"r.,'.,,,,,iriJ tjy ,".rion io n ,,rthe Drugs and cosmetics Acr, t940 (23^of t9+ol p,ot,ilii..l iil ;;;;il,;r. tirr satc. satL .nd disrr.iburion rbrhum,nusc of drug fixcd dose combinarion of chropheniramiri iigi"ar" r -gqqci{r.g riy:up -virt": nolificarron numhcrS.o.909(E) pubtished in rhe cazcue of tr,rir, e'*,r."rorrrii#irjii;iiir 3(ii), (irrqd rhc r0,h,Md;ai-:(it 6: rt.

And whereas. in light of the d.irections given Oy q* H_"a qfg drpr.r. Corn ;|^ ,nd,u ,n 
i,o 

ird*.r.r, ,r"Orhc r5rh Dccember. 20r7 in rhc casc of Union oirnJ;. '#;;;:i;;H;:r r.rd. arkr (.rr\. civil ,^pi,c!r.N(,. :i97r of20!.7. inrer atia, mcntioning ,n, ,, 
i..:f.,^:t,1, eOCrtfri,,",J * t.:rpir,,u..t pnn, u, ir)g8. Cijntrxl,ci)vcrnmerrnay.. if il \(, chooses . de novo carry uut an rnqurry u\ to. whch(.r lirrylshoutd hc rhc *u1.., ,ru., "i, ,o,1n.r,iun ,";;i";,;; :;;:;',;l.^iT,i::#l'.*];i"1;:lliT",Ij,,ij1;,i;ili

lhc matlcr wus examinerl bv an Exncrr Cn,nrirr"a ..r*ii,,,."1'ir,.;;,;'. 
."' 

,.,,, rrt lnrtir u hruh t..rnishc,rl rrs re^rrr .nrhe r'' Aprir' 2022 in resiecr of ahove drug ro rh" c"nrrrr bn"r"."..rt ,ro. Drugr.Jct-hnicar Advi\(ny Board

',:- r--" - -r -, ..-, -'

: -t '', ,il 
r

--.i-i---- ..

I
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THE GAZETTE OF INDIA : EXTRAORDNARY , tPARr ll-sEc. 3(ii)l8

constituted under section 5 of the Drug s and Cosmetics Acr, 1940 (23 of.1940)
i:

agrecd to the report submitted by lhe

Expen Committee

And whereas, the Expert Committee recommended that 'lthlre i

ingredients contained in this FDC and the FDC may involvc risk to huira! tiei

ir is necessary to prohibit the manut'acture, sale or distribution of this

Cosmetics Act, 1940. ln view of the above, any kind of regulation or rEs
IDc

ttictio
justifiable. Therefore, only prohibition under section 26A is recommende(?

And whereas, on the basis of the rccommendations of the:, Eipert Cbntmittee. andlihe Drugs Technical

Advisory Board. lhe Central Covernmenr is satisfied rhcr it is necessar]4 ald expedicnl in public:intcrest lo regulclc by

way of irohibition rhc manufacrure for salc. sale and distrihution for htinln usc of thc said drug,in the country.

Now. rhercfore, in supersersion of the notificarion of thc dovbrnnrcnt oi tnuir. Minlrtry of Hcalth and

Family Wellare (Departmenl oi Health and Family Wclfare) published in:the Gazcrtc ol lndia. .Extraordinary. Part II,
Section 3, Sub-section (ii), vide number S.O. 909 (E), dated the l0'h March. 2016: on the basis of the

recommendations of the said Experr Comminee and the Drugs Technical Advisory Board; and in cxercisc of powcrs

conferred by secrion 26A of rhe Drugs and Cosmetics Acl, 1940 (23 of 1940), thc Central Govcrnnrenl hereby

prohibils the manufacture for sale. sale or distribution for human usc of drug fixed dose combination of
bhlopheniramine Maleate + Codeine Syrup with immediate effect. I ' - 

.

' , 1 [F, No. X.l 1035/53/2014iDFQC (Pan,ly)l

i eneoueNA PATNAIK, Jr. secy.
I rtt. I ! _

qftffi{r "t trtr:' ;

llfl,'- rrr

.i it r, : -:

s no therapeutic justification for the
ngs. Hence in thc larger public interesl.
undcr secrion 26lA of the Drugs and

n t6 allow for anf use in palicnts is not

I;:

4
a-*e-4,2 q4;2023 :ri:':r:'. r.: :.i.'.: i,r ':1 .- ::

,. r'a l E::1 l:
sr.qr. 23sg(O.-TEfr +( {{-6r{ t 3iffi -fi FI}f"{ qS ,ffi, l-e4p-(194.0 fl-23) fi

upr 2616 errr Ffir erft-{t 61 Firrr s"t Eq c1a{ 3sziqq,..T Fq qffiqs^+G.+, iffi*ftt +

+q1hffi'{ + ftfut grr+ rifi-r< srff <qI + Affi t( ftffi-ol.l fuff. ft F+rur,sit AqiE to qr{,

zoio h wrca * rrqq-a, qqrtmq, rilI ll, qs a(ii)'il.x-+rflelalqffia1 S,qr,r922iF{),rfi.i-df,, RFE
frqrr a -r ri:il.l,: '; r'l.i

-. ';l/: i:.i:r_ ri i'{ii j'
nrrr:rig dlr,fr.at3{tr llrqft, qrrftq c+trq arFrrFrrr E]-(r 2017.ff Rfts-e{fr+ fr.ql2tpv2,

iT;IFI $T{tr( ftft?.c at( srq k qrqt t fu{iq 1 5 Ri{t, 20 1 ? +Bi'r+ qtiril t fr ,Tg R{eiiiYqrdls-t
sr;q dTdl i fl"r-slyq-{ sdq +-G Cc ft 15 qsstft ffi +iiq t rdea * q-d+'er{ffi 'ifr'rf'tfii
tu{r rrqr qr, +< (GFr(, qR q tqr qr{ff e, fr {g ftt t n-q Tl fSfr.B a-ry-Fr1fiF grlF
ffii, Frt 19s8 t qE+ qrsiq R-4r rFr qr, ffI fft 3ftr Equ{"qrqfi 3{tsftTq, 1940 ({940 6T

23) ff crra 26s + il(a-Fffi 3iluq.i-{r 6I fr'c-q Anr qGql qq qrqt +"\rt+rffi;+''.tfu,tq+
Rqtqt qftft ilrr flq ff rrt ft Frqi t 3rtq, 2022 { r+ <+i n-t 3l'l-ff ffi +{ s-.flt air wgil ff
fi aqr effi ft qH e-qrtr{ srDft{q, 1940 (1940 61 23) ff rrII s h a-a-a 4ba 3ftqu il{,fi-ft

3rt{ sEfr, frc}sB qftft i ffiqr ff ft ft ."gqnfff +* }ftft-{. q-rqit sr.{t+ i-frtifi
Skq i-€r t ft qr-Srfr q ffii h frq frfuc arfrdfrqfr:tr rqFq B116 s1trd +., ffii qt{

v+rTrr{ Hrsfi 3rfltft'{q, 1940 ft tIr(I 266 + ilfi eq'lqifrdiil+ffiqt']l; fitfi-qr ftlimrr vfttiq
qrrr{r 3{5a1qrF Br sqtm h qrd}-d t, ttffit t <+r + ffi-fi sqriG scftr-iryfrfu'.nt Tr qffiu fr
q-{cft t{r ;qrq{?rd a-fr tr qcft-q, ura 26+ * a-6rr}-a-tr vfttu fru wt ff

3it< q-{fr Re}s-d qfrFi *( *qu d-tr-+ft q.drr6+riad,,,,,,,,,,,,,,, ftffinr +qrplr.qr;td q.Ttr{ fi
am i vgu f; ft ?er t q-{frd t' qri-a ssdrrT h frII vn <-ar ft frff + frT ffiqilT,' ftft qk ffir qr

cfrduqqrzqqtRftqra+-r<l 3rraer63{trqft+{*t ': ', '] ': ' :' 
.

sqHs, q-a, qTkT TraiFr{, qreq sir. cF-dR rF-d'IITuI rPlIEFr (qrnq fi qrrrrr !$fr ra",rm, arlT Tr.4
h rrqqa, enrur(ar, rfir l, Eis 3, sc-<is (ii) t c-+rlsH3TfqT+it IEI_I T,T 922 (i{) ftJl'E lp qrt 

!

2016 t i{ffnq,rr i vm Rc}'rn qftFr Brt( srt'ru r+-fi-ff {qI{T- al-i. Slic(ft.{fr fi_Brerr< q<-*t
fft eqr et<{ s-{rftr{ efufi-q-q, 1940 (1940 aFr 23) ff"rrfl 26F adr Iq :Eq.,T Sf sir4]Ec,

i! "') ':: i , .l ii

tt

tl: Jl t:

. : .-_ ...r.",._---, i _-,.r_ __-.r _. __-, ..- _,i
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tTFr lr-qtr-s 3(ii)l TTI3 i T ITCTTI?T : 3{ITTfiTW 9

+? q-.rR {mftqq*<tii's + fficft + +t1}+{1fi # qa" qrr6 qrirjr{ erff T{r i qr{a
scqit + RC ftft + ftq ftfufur, ftff qr Fcrq w a-tarq fr+ra q +{ orrrn 1,

lqr d. x.t:togsls3tzor+-ffrg,+Xff f.n r-rvll

3imtr Tfirc{, riFqFc-4

NOTIFICATION

Ncw Delhi, rhe 2nd June.202l

S.O. 239(E).-Where as, the Central Government in cxercisc of the powers conferred by scction 26 A of rhc
Drugs and Cosmetics Act. l94O (2-l of 1940) prohibired lhe manulucrure for sale. sxlc uncl distiibutibn for humirn urc
of drug fixcd dose combinarion of Ammomium Chloride + Bromhexine + Dextromelhorphan vitlc norificarion
number S.O 922 (E), published in the Gazetle ol lndia, Extraordinary, Parl ll, Sccuon 3(ii), datcd rhc t0'h March,
20t6..

And whereas, in liSht of the directions given by the Hon'ble Suprcme Courr of lndia in its judgcmcnr daled
the l5th December, 2017 in the case of Union of India and Anr. v/s Pfizcr Ltd: and Ors; Civit Appeal No. 22972 of
2Ol1 , inler alio, ment ioning that in respecl of t 5 FDCs claimcd to bc approvcd prior ro I 9ll8 .. Central (lovernment
nray, if il so chooses. de novo carry out an inquiry as ro wherhcr fixcd rlr;.,, conrhinaiions liccn\cd Dfl(,r to IgiJIJ
should be lhe subject mallcr of a nolificarion undcr \cction 164 ol rhc f)iujs-uri.t ('irrmbriis A(r .19-l(){l.l ot t9-10),
the m"atter was examined by an Expcrt Commillcc constituted by Govcrnncnr-.rrl India,whicl furrushcri ils rcport on
the l'' April. 2022 in respecl ol ahovc drug to thc Central Govcrnnrinr iiid Dnrg( Tichnicrl ,ldvisory Borrj
constituted under section 5 of the Drugs and Cosmctics Act, l94O (21 of 1940) a-erccd ro rhc rcpon subnlirrcd by rhe
Expen Comminec.

And whercas, the ExPen Commillec recommended that "(here is no therapeutic justification for the
ingredients contained in this FDC and lhe FDC may involve ris*.ttr,iunran bcings. Hcnce rn the largcr public interest,
il is necessary to prohibit thc nranufaclure. salc or dislribution of this FDC undcr Section 26 A of the Drugs and
Cosmetics Act, 1940. In view ofthe above, any kind ofregulatiori or'iEs'riicrion ro allow for any use in patienriis not
justifiable. Therefore, only prohibition under Section 264 is recqnnreqdgdl:;^ -. , ..- r:-".-_". :r. .il ::,-.i ,. t :. ,

And whereas on the basis of the recommendation! of thdr E{ptir Comrfiiitee andr ihe DrUgs' 'l-6chnica I

Advisory Board, the Central Govcrnnrenr is sarisficd thar ir is neceisar!, hrld crpcdieni in puhl ie.l irirclesi rb iegulare bj
way of prohibition lhe manufacturc for salc. sale and disrriburioiiTo;:fiiilnai u1c of rntr suii drtrg'ir+ rhc idun{r;:'

Now, therefore, in superscssion of the notilication of thc Covcrnrncnt of Inrlin. Minisrry of Hculrh and
Family Welfare (Depanment of Healrh and Family wetfartTpiiSniheo'iil'ihEEa;ldlrrr (}T'thijia. i;iiirro;denilrv,' prr .
Scclion 3. sub-section ( ii). vide number S.O.922(E). aarc<f i*10't miich,-2t)t'6:6i:rllebusis of lhc :ricorDnr;;d; tions
of thc said Expen Committee and the Drugs Tcchnical Adyiiory- Bbilili arid iri b\ertisc (;f p;*if.s confeirctl hy
scclion 26A of the Drugs and Cosnretics Acl. 1940 1!.1.'of-1940). iiHe lCcniidl Gir'crnriithi hiichv brirhihirs rhd
manufacture for sale, sale or distribution for hunran usc of oiig' tixdt':tilx[ 6ori'ibinurit,n or"Arirniomi6in 0trtbrioi +
Bromhexine + Dexlromethorphan with immcdiatc c[lect..a'. : '.i:- I :ir

Itj.Ntt.-X,l I 035/a1/20 I 4- qIiQC (Parn-lV)l

ARADHANA PATNAIK. Jr. Secy.

qfrqrr 
:l 
,' :. , , t,

a€A-d,2q.;r,202a. .i ,'':'
t:

6r.qr. 2400(q).-c-dft:iE Errrrr + 3rtrrft +r q-qprt rnrrfi 3lldfrTq, 1940 (1940 ry 23) fi
trr 26ir zr.T s{f, crft-qi 6'r str.r 6'n gn rr-a-a:qrim { i4.f ncffi{ + ffdrilffi-t + qmHqrT
drr{s + h*{ + Ffuo Cffi {d-n Erff <qr \ Bff tg aert"rr,a+ 3ih: Gdr',T,+ R-{rd
10 qr{, 2016 * qrce * rrqq{, qqrfic{, rTr{ il, E-s.3(iD:t nfnel4 3rEEqqr.fl.an, p2Q (gr) * ataqftft-aBifl1 ': r',

qt{ q-{fr, qrrftq Egn.q ;rrrrFrrr errr zorz +n#- t*.n *r* izs,ra,,;i #.i. "*a-+rq srfilr frks 3rt 3Fa + {r{A if frqi+ r S frEi{r, 2017 E' 3r'T+ tirlll+ it frTrrq frtol.I h -sFil{ ii
st r ETdl + qrq-errrE edq +r+ Err ft r s 

"se-fi 
t+ #er ii'iUab +'q?h''fr.iiht ++ # ilqr
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l0 THE GAZETTE OF INDIA : EXTRAORDNARY P^RT ll--SEc, 3(ii)l

frqr rrqr qr, +< {rGFr<, qR aE qqr qr6-ff t, a} qq frt t Era +-r q-+ff t ft wr fttiR-a gtr+
{Mt, Frt 1988 t T6+ il{*q Rqr.rcr m, +1 qM* 3rt( yqpri.qrrft irfuft-qc, 1940 (194p 6r
23) ff trm zo+ * a-a-a Effi 3fD{q-ir r,r fr'rq artr qrftrrr gq {rtr+ ff rlrr4 q?-6rr arn qfua q+
ftqlq-* qftft il( qiq ff rr€ ft trrqi 1 3rfd, 2022 St r+ <Er.rt 3T.rft ffi 4E Tl-{rt qn cr(-d ff
ft trqr ffi 3rt( sH q-srur 3{fuft{q, 1940 (1940 Tr 23) ft ?rrl 5 + Id( rrB-d Srrq il+-fi-ff
cqrq+R +g t ftqlq* qftfr dra trKd FtE qr r6qft qm ff r

+{ q-{fr, fre}s-tr cfrtrr t ffiqI ff fi ft'Fq rrj60fr t cnft-q q-rqii sr qir+ +rttE6
etfu.c il& t qk qs-frft ii iqr{i + ftq qiFqc crft-q zi qEar ?t -qftr qrffi m{en t, 3M} 3rk

rrrtr< qrqff erfltft.qq, 1940 ft trr(I 26s + ilFd -.q us;.+ff n Bfrqfu, E:ft qr G-+rqr.rr cfuiri
qrrt;rr 3rneq6 g, s{-+ + }T-ir+ c, rrft-rit t z-+r n fr6,r1i rE-,rr + s'rrim h Eff'{rt qI cfi,ia ff
r6qft t{r ;znfiirrd € tr <cftr, sm 266 h il6( +Tq vffi?r frq qr4 ff ftqrfter ff qrft tr"

*{ q-{fr Ritv-f, qftft 3tt 3ilsq il+-ffff rqrr+,rr qrg ft ffist t ffur.rr ta rrap o
am t n-gu { ft tqr t wqfta t qr+q sqq}T t ftC r.r <+r fi Rff } frq Gft+l'r, fuft *t E-+r,Ir r{
sfrrEg + {rsqq q ffiqrt Er{r qrasr+ siiT qffrt ir
gqT{q, 3fq, rlTr;T rf{=Erf, qfEq qfr qfGlTr iFaqTl,I ffitr{q (EITFrq 3{fr r{Tr{fr fi--rlTut IznfFI) EfrI lTfr{
i rrs.r4, 3rrnurrur, errrT ll, cis 3, sc-rjs (ii) d 16rflrr{ 3{D1sti ,nlr rr 3rT. 926 (sq fu+t+ ro rrf ,

2016 * qftrnq'rr t sm Re)'rf, qftfr qt{ 3r},Tq ilrftft !@i nd fi Qrtnrii i lq" l. ,ir'i
fft a-{n qffi yqn< 3fdft{rq, 1940 (1940 61 23) ff# lgSer"r E<1 ffit--IT nlm #r 6r,
;F" q-{6rr ffir{ 1ffi}rffiq + qifrqqdq€ + Hi1 fi ffia'i qiT6;4qrffi affi "?r-6
qr+q srqr{r + ftq ftift + frq BGqi',r, fuft m fr'drtf, 4t-a-trr-'I1,OI]g,ai 

. .

,.1 ,., _ ,.:_ T _..:_.

--. :.- ,,---r:: I i. :,. :-;:fi;rt*I{I l-Zi1q4f {5+,1ft4
. -- \. .----. :-, a: .....--

'l:,>:
ti :,

_.__... .: ,_ :t .-!.\_ _ !:t,.
NOTIFICATION i ' :I

New Delhi, rhc 2nd June.20fl

-l --'-'; --

S.O. 2400(E),-Whereas, the Central Govcrnmcnl in exercisc of the puwers confcrrcd by sectioi 26 A of the

Drugs and Cosmetics Act, 1940 (23 of 1940) prohibited the manufacturq:for s:rle"rsakanddinribdiionfor humdn:mc

of drug fixcd dose combination of Bromhexine + Dexlromelhorpba[- +. Arumonium Chloride,+ tltfnthol.,rvidc
norification numbcr S.O. 926(E) publishcd in lhe Gazcllc ol'lndiu. Ilxirirordin-ur) . Pitrl ll. S_L.clion l(ii,. ddlcd'fte
t0'h March,2016; l:' r' " i .- -'

- )l
And whereas, in lighr of the directions given by rhe Hon'blc Srifreme:Cqu( of India ih itS.iudgelnent dated

the l5rh December, 2017 in lhe case of Union of lndic and Airr, v/s- Pliir;Lidl anci Ois. Civi[ Ttpp'eTl Ni;.']29?: of
2017 , inrer ulia. mcnr ioning rhar in rcspect of I 5 FDCs clai med to bs apps'+.t prior to tglJtl:. Ccnt ral Govcrn nrenl

may, if it so chooses , de novo carry out an inquiry as to wbeftcr llxed dose cor[binatiols ljccotcd prior to I g{i{l

should be the subjcct nrarter of a notificarion under scclion-26A'anhd diugs irdd Coiiiidtics Ait ..lq4uol of I q40).

thc matter was examincd by an Expcfl Committee constitulcd by (ioveinnrcnt ol lndia which furnished its rcporl.on

lhe l'' April. 2022 in rcspcct of ubovc drug to rhe Cenlrul Colcrnn)cnr rnrJ Drugs ilchnical Advlio, Bourd

consritured undcr scction 5 of thc Drugs and Cosmctics Acl. lq,lo (21 ti.l l9,l0) agrccd to lhc rcport submittcd by thc

Expcrt Conrnrittcc:

And whcreas, the Expcrl Comminec recommended thal "thcre is no lherapeutic justification for the

ingrcdients containcd in this FDC and thc FDC may involva risk to hurnan bcings. llcncc in thc larger public interest,

ir is necessary ro prohibit thc manufacture. sale or distributiorr ol thrs [:DC undcr scction 26 A of thc Drugs and

Cosmetics Acl, 1940. tn view of rhe above, any kind of regulation or-ri?tiiction to allow for any usc in patients is not
j ustifiable. There fore, on ly prohibition under section 264 is recommeldedj; - - -. , . . .: r , i r.,.. : t: '. -l

And whereas. on the hasis of thc recommendations o[ rhe Eipcrt Connrittec andrlhc Drugs fechnical
Advisory Board, rhc Cenrral Covemment is satisfied lhat it is ncccssaridhd cxpgdicni in public intircsl 10 iegulat6 by
way of prohibition rhe manufacture for sale. salc and distribution lbr h!rilqit uie qf thc said dlug in thd country, I :

i,'i
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[lTFr ll-s!-g 3(ii, $ITad ST {Tqq 'I : 3lfrTfi{'q' lt
Now, therefore, in superscssion of the nolification of thc Governnrcnt ol lndia. Ministry of Hcalth and

Family Welfare (Department of Hcalth and Fanrily Wellarc) publishcd in thc Gazc[c oi India. Extra(trdinary. Parl ll,
Section 3, Sub-section (ii), vide number SO.926 (E), datcd the l0'h March.2()16; on the bai-is of rhe

recommendations of the said Expert Committee and thc Drugs Technicdl Advr(oiy Board; and.in cxCrcise of polvcrs
conferred by section 264 of rhe Drugs and Cosmcrics Acl. 1940 (l-1 ol I,)40r. rhc Ccntrul Govcrnmcnt hercby
prohibils lhc manufacture for sale. salc or distribution for human usc of rJrug lixcrl dt,sc conlbination of Bromhexine
+ Dexlromethorphan + Ammonium Chloride + Meolhol wilh imnrcdiatc cflcct. 

i:
lF. N(;. X.I r035/53/2014-DFQC (Pafl-tV)l

ARADHANA PATNAIK, Jr. Sccy.

qfrqrar

TtR-"ff,2nt,2023

sr.qT. 2401(40.-s-qft,f;r rc+r< t ffid 3fu q-fl?I{ Irr{ff 3rl*ft'{c, 1940 (1940 frr 23) ft
fi( 26l[ trRr rftr qrffit +,r r+{r 6-G gq crn-{ sc-q},T + ftI ffiffi 1frd}ft(qEn +

WRfrfr{ + qmftfi +{r{s h frkd g<rd d+sn qrff {fl + Gff il( Rffi'rr, F-ff *r ft-d{or
qi R-{r6 10 cr{, 2016 h qrca t req-r, BrtmJT<ur, qr.rr lt, ris 3(ii) t Fr,rlefcr 3rfu{f,dT il.3{t. 930(3r)

3t{ q-qft, qmfrq Eg-ffi arrrrTErrT zrrr 2o1z trr:frfti ffi q,ernztsz, ur'a qq -.tr d-rq

e-{rq sr{fi ftftts elr( 3l.-q h qr{& t ft{rs 15 trHTt;2fi 7 :F irq? t4tti fu:rll,'frt ft + 3Irq}{t
q;q ardt l stq-{r+v-6 s-do s:.,G gq ft r s qr$ff ffi*. #d tli gha t q-d-{ 3rTB}fri.e-4 {,r nn
frqr mr qr, i5a rc+rr, qft sE tfn ilEft *, fi cC ft-. c qrs {,r qTft A ft;t,q,r ft'rtftr g.rd
ffi, ffi 1969 ft qtt qrEfrq ftcr.rcr ?Tr, fr ffid 3frr sqrf{ fir,n 3rfuft{q, i940 (1940 6T

23) ff ff(r 26+ * n-6r Affi 3lft'{s-{r 6T Rrq +il sTeqr E-rr qrq-A ff ',rrr{ q"4I, ara rrBt rF,

frplq* qfrft iln qiq ft rr€ fr B-qi t Br+q, 2022 St g+ <+r .r. -fl+ ftid ft-a qr5.p ai1 rgr ft
ft a-qr ffi ei.( qH rsruq 3rfltft{q, 1940 (1940 +f 23) ff qrr 5 + az-q rBr gfrr{rr ilrftft
rcrtor< *€ t Bqlw cftft dr.r c-<d ft:rtE qr raqft ert fl,l.*_-^. .'.-,t,_,- , - / ^ ... tj,, 

! _1_ -

ei.. s-cft, R+q-* qfrft t ffier ff fi fr'"q wi$ff"fr rrin-q=ra+ Si'+$. tftf+
sllft.q a-€i t 3ir rTs-SS t ffi + Rr,:ilfuc arft-{ fi +{qt i"r cqft{ qF{-S EtEd t, ffi} dt
e-{na-{ FrrFft BrFIfrTq, 1940 ff E'rrI 26+ h a-5a E?i-Wfi:t Efrrifi,r;fa#,{rffi ql qftU
FFrFn 3rr{ezr6 tr sc{-ff + 3rra-6 t, tffit t r{I'tffi rff q-+,rr * 3Trirr[ 71 AfrT[n qr cftaq ft
a-{cft tir ;qrl-lim a-fi tr cqftn, urrr zo+ } a-fl}ry 4alf E+,rrlp ffirr-fi-vd ilr: , -

3rt c-dft ft ct tE qfrft 3{tr 3{t rtl il+'fi-ff ffii frS fi ffift 4i +' m*tqr, tt rr+rr sq
<ratrgu f,ft?rrt q-{Q( + qmq s.rttr t frc--m'i?r'ff'fr-ft'+ftqhnlihi;trfi.i" it+nrqr
cftiirr { fisqc t Eftq'm rcm qrqcq-{ ri.r qft+{ tr -''-'-i' ' i '

rr' -i.' I -i : i- . ', r.,.1
s{frS, Grq, rrrtir Trcfirt, rqreq *r qfudrt sq-qM-Ii"rtr+ (qrsry Bfr..rn-{r. ft-.ql"r fomd apr sr.{.-T

fi rrwt=r, 3rrrrEnrq, $rFr tt, ds 3, :-r-cis (iD t s-+lltr{ qfsft+*r ntq.{I nr.3tr,930..(3r) R-+ir. to qr{ 
,

2016 h 3{ftfiqrr ii r+ R,ir.r* qftft 3i-r *q:r rrffi fifir,rr ir$ fi frErftrit { il{r lr. 1krffi n{n ff rIntr{ 3rlsfr-qc, 1940 (1940 +r 23) fi 'rET:26l[ Trrr Ir{{ slfut 6'r stFr +ri gq,

*-< rc+n *dffi + d&ft<rqrr;r + $qt+ftfu{ + qfrffi d<rtg ff ftF)r{ qrr+ ri+i-{
qrff <fl * q1-a{ 3q{irr + fu Efr + fu Rffiq, ffi qr E=n"r .r, 

1],r 
rivr" ti rr+ 1rrff e -

. IEr. 1.,x-r rosslostzot+-fiq5ftff tsr,r-rv)l
' ::- :1- :: .3ii?rii{iqtiid6;qTm,qk4

': -'-" I ':- ' ', ;i

I ' -: ^-a t--
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t2 THE GAZETTE OF INDIA EXTRAORDINARY IP^RT II--StJC,3Iii)I

NOTIFICATION : 
, I

New Dclhi, lhe 2nd June. 2023 :

S.O. 2401(E).-Whercas, the Central Government in excrcisc of the poriers conferrid 6y section 26 Ao( lhe

Drugs and Cosmcrics Acr. 1940 t23 of ie,mi protriUirea the maflufactu.te for sale. sale and distribution for human use

;i d:;; 
-ft;; 

;;;" combinarion of Dexlromerhorphan + chtorpheriraminc + Guaiphcnesin + Ammonium

Chloride vidc norificarion numUer S.O. glO (g) publiinca in lhe Gazcltc ol lrrdia, Extraordintryi Parl lt' Seqion 3(ii)'

dared the l0'h March,20l6; r i

Andwhcreas,inlightofthedirectionsgivenbytheHon.btesupremeCourtoflndiainit!judgementdated
rhe l5rh Deccmbcr, 2017 in rhe case of Union oiln.ti, und Anr. v/s Pfi7.cr Lrd. and ors. civil Appdal No 22972 of

iOtl, .;t", atia,menrioning thal in respect of l5 FDCs claimed to be app()ved prior to 1988 ' Ccntral Govcmnrcnt

may, if it so chooses , de novo carry olt an lnquiry as to whcther fixcd (losc conrbinarions liccnscd prior lo l9llll

st-o'utO Oc rle subjecl malter of a noiitication under iection 264 of lhc Drugs and Cosmctrcs Acl .1940(23 of 194()).

the matler was examined by an Experl Commitlee constilutctl by (;ovcrnnlcnl of India which furnishcd ils report on

,i. iii nplr. 2022 in resicct of above drug to thc Cenrral Govcrnnrcnt and Drugs-lcchnical Advisory Board

constitured under section 5 of tha Drugs and iosnretics Acl. lg40 (23 ol l().10) agrccd lo lhc rcpo( submitted by lhc

Expert Commiltee, 
:l i,

And whereas, the Expert committec recommended rtrat ihlre is no therapeulic justification for the

ingrediems contained in this FDb and the FDC may involve risk to human bcings. Hcnce in thc larger public interest.

it is necessary to prohibit the manufaclure' sale or distribution oI this, FDC undcr scction 26 A of the Drugs and

Cosmetics ect, fSaO. In view of the above, any kind of regulation ,,r rtitiictiun to allow li)r any use in palicnts is not

justifiable. Therefore, only prohibition under section 264 is recommended'::^ ' I

And whereas, on the basis of the recommendations of the'tEipcit Comririttcd and lhe Drugs Technical

Advisory Board. the Cenrral Covernmenr is sarisfied that it is neccssary' ir{ eIP"g1:"' 
'i. i*ll:.,ltTt]^'.'.-:9"" 

n'

way of irohibition the manufaclure ftrr sale. sale and dislribu{i6il for hunan usE of thu siiid drug lh lhc counlry'

Now, rhercforc, in supcrsession of lhe norificalion -9f (Ie. golcrnnlcnt trt lndia Ministry o[ Heulth and

Family wctfare (Deparrmenr 
"f 

H.,l;;;;iF;;ilf w"rr,{rn;.nr'.rnfrl.'iil]]}l,'C:1':r1:'J']i{lit Eiiiad'rdrnarv' Pa llr

secrion 3, Sub-secrion (ii), vide number so: 930 (E)rdurtd.ric 1{ -lt1'1':" ]lll-S . 
oh 

.iitrc 
haii' t't tne

recommendations of the said Expcrt Commitrce and the Drug':Te'hfrital AXti'sg,Iiir* l.ld-ih^bxercrse 
ol"Powers

conrerred by section 264 ,r th. D;;;';;;-4",.'i"''c'i 1e40 i-2l1or 1119':'E !s1y11pt'yi'".ry"tlht*bi
prohibirs the manufacrure f", *r.. -'*f. "r-Ji.,iiUrri* 

for tiuirifirl] -usc itft dntC- lix€d 'd6sc'iomhiniition of

il"*t,o,.rt'o,pt'", + cntorptenrramrn. + C,aiptrene'i'i+ l-.Xlli1;i";1i1liTffiiifrfrgifr,, 
,y,. t' ,: ' :) , ' , 'ii,ioo,,l'*i nii-ni",*. i, s*y.

qfu({{r

T€ Rliaft,2 W, 2023,,

6r.qr. 2402(q).-rrqfr:tr rr+rt t fft slrr ry*" l.Iq1ft 
3lftn-4.q,' 1940 (194.0 6,1 23) ff

rmr 266 il.T s-; #nm +r sriFr 6-a gq qwq sqdFr ;r q tqfrcrtim + {f@1^q"e5 .m

; dfu + TqrHfrt * npa-< g..rr {t'rqq qFffh 6 66i 7 ftftrtu' ft-fr +.3*'
+'n-n,* ro 

"'q, 
zoio + qr.d + {rqq{, ,rqr*rn T, lrr{ ll, EE,3tD } ITftll 3ll{-{9i:r-r6r 3r, 977 (3T)

ha-trcftfudfrqrt ; -,1 ,:,li'::!i,: : -,_ .,,' ,r :_ ::.
3tr. q-{ft, qri-ff'q 3grq aIFITETIT Er{r 2ou +:frfui 'tifq'1wr 

.z7st2',q-lrr 
qq 3i-r 3'I-'c

a-rrq wrqr ffitg qtr r;q + qrqi t ftrr+ r S 21=-.; ZOr Z in :mi tqq d ftl rn' ftis'ri +' q.+rs fr

q'a qrdr i a1T-stprr{ 3+'s 6l-d gC ft rS rq-ffi Frq;r:rd'J { JgPq t-qr{ -'{TirP-a zrr fl ?i{r

ftqr rrn qr,;fr q-16r, qR sB itqr qrfff i, iry ftr tiir.q rr [f,'4i i'F.I{r ]i'+t.?l 1ffi
"tr*t Fri 1988 t q-€t qr5tq R{r ]r.n w, + 3Mr} 3itr. rfir]? {r[ft +fi}fi-aq, 19a6 

(1940 TI

,.1 * il 2# + a-€a- Eift "fq{r* 
| ffi 5-+r aeqr u-q .-o..1 4i' r,ril .=E,.T e**rAti ry

fr-f"" .frft ". *i 
A ni ,ft drf r 3Ttd, 204.t 3E aiIT rrr -qq-ff ffit s-'i qtart dt c*-t( t

ff a.qr fft 3rt( d64 Ffio-{ 3rfufto-c, rs+o tig40 u',r 23) ft rrnr 5 h aU4 116r atqtr a-+-ffi

116+rr fr* t frqlqq qftfr zrlr v{-a ftir8 q( rrqfr q;rfi r

k, ,.-, - -^ r;. -!:..

.'r';:il -' _.' : i :

-lI i

rl
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[t Ir ll-rfl-s 3(ii)] firfr $T rIE1l1 : qqTUTr.q r3

Brt"r q-dft, ftqlq-* qftfr t ffiqr ff fi ft'Eq''7,q+ff rt rnft-q q--ff {.r di€ mEft6
3frFr.q a-fr t 3i{ qr-stft t ffi + frC s}fuq cnft-{ fr r+-or ?r sqftI qrq-+ q-{trd t, 3infl{ B{t{

r+rm qrrff qtlFrq, 1940 ft errrr 26EF h ildd gq.t,q.fffi + BR'Erf,rT, Bff qr Billq rr cftau
ilrrrr 3{raczrdr tr sr{-6 h 3lrdrd i, +ffit t <+r + ffi rft q-r,rr + 3rrirrr e-{ Bftqrq qr sftt{u ft
q-dqft tfl ;qrqtrm a-ff tr eqfrq, Errr 266 + a-f,d +Tn cffitr ftq qn ff fficI ff qrff tr"

et T{15 TEefrrf, q1-ql-{ qr. -r{Etrl ilfi-{rfir ffitEf,r.;iT" a;1 ffivn a a{IUTr Tr, 6A EfftErI gq
qrd t rge t ft ?qr t sr+Fa t {rc-4 sr'ftT h ftr', 3s Eqr ff G!ff + ftr, affi"r, E.!ft *r fuir qr
cfois h rreqc t frftqq-{ frr+r 3{ras{6 3lt{ {ft+{ tr
qqftq, 3rq, $rrrr rrcrrt, qrsar *< qftqn +-eqm ri?rdq (qrr.iq 3It .rF-{F +.qr'rr G'rrr{r) arr qrkr
* trqq{, q-{trurur, wm tt, ris 3, sc-Els (ii) t s-srietd 3rffF-{r q@r .3{r. 977 (3{) R-f,io 10 {r{,
2016 t srfofiq,rr ii sm frcls-{ qfrfr 3t( +qgl i-rft'ft qerE6,r. in.g ff ft.Erfuft + qnm qr ef{
ffi aqr eH vffffi qfdfi-{q, 1940 (1940 61 23) ft fi( 26rF arrr s-fi crREfr 6r e-frrl +-G gn,

ffiq + ffir + k{qr665r + *t}ft<rqrrq + {qkftR-< ft ftfl,tr g,T+
dd-fi qrtft <qr h rr;rq iq+{r + frq E-ft + fu Aftqiq, G:ft rr E-a-rqr rr iTEFTET clTra t ir6
errfttr 1,.

[tFr. ri: x.1 103

lii' - 
l

.... :...r:, t- .'i ':,.tl , , 
,l

..- :- -: -..-.- \- . ,
f, ' !' r-i: :

5/53/201 4-ST.r(Fqff (qrrr-lv)l

'r-{I,16, ".s-*"-ko

NOTIFICtTKT{ii ir i i'-:; - j' a-; 1' '; -.i? -

New Dclhi. rhcfu. jwrc.-l{rP]:"i-ii'{' - :;ii. - ,'- .- 
I

S.o. 2402(Ii).-whe rcas, rhc Centrat corernmenEiFcl.cili(i Ui i* p.;w;^ L',;irlri;'o tl] *..ii;n 16 A of rhc

Drugs and Cosmerics Act, 1940 (23 of 1940) prohibited rlieirianulactLire tbr sale. salc and distribution for humun usc

of Jrug fixetl dose combination of Paracetamol + Bromlurxl[q-t -Phely-leplrine. i -qhqrp,llepr.reoing. .+

Guaiphenesin vide norification number S.O. 977(E) published .inrthb Gazerte of lndiu.. Extruofdinary. Part Il,
Section 3(ii),dated rhe lOhMarch.2016; - il'!i'- ll'l - '' '{- , f : ': ,'

And wherea:;, in light of the directions given uy rtre Hon'uters[p-r.rg {",]n-"I l-qgig.ji 1( jrgggf",.$ O?,.9

lhe t5rh December, 2017 in rhe case of Union of India and Anr. v/s Pfi^t Ltd. hnd O*.:Civi{ Appe.al'Nd. 2297}of
2ot't, inter alia. menrioning rhar in respecr of t5 FDCs clainred,,i bEldl6rovto'p"i.,i mi rprit-ificnir"r Cbt'ainrnon
may, it it so chooses , de novo carry out an inquiry as to-whcthsr, llrcilddro qoihtrinini&ft lFgiiscd bqpr Id lg.t+
should be the subject manerofa notification undcr section 264 ofthe Drugs and Cosnrclics Acr.l940(23 of 1940),

lhe mauer was examincd by an Expen Comnriltec constituled by Ct,vcrriminr ol lndiu which lurnishcd its report on

lhg t'' April, 2022 in respccr of above dru8 lo rhe Ccnrral Go1crirnl6rir '.fri- oiilEi T4'h-iria Af,vlstirfl Boaid

constituted under Section 5 of the Drugs and Cosnretics Act. 1940 (l:liot l9-ll)l agruqdrlalhl: rRPo4lubmiterl. hy:thc
Experl Committce: , ,,

And whereas, the Expert Comnrirtee recommendef ihat l'thcrs is no iheraperitic;jlsification tirr thc

ingredients contained in this FDC and thc FDC may involrafis*.te+run)an beings. Hcncc in.lhu largcr public intercsl,

it is necessary ro prohibit the nranulacrure. sulc or distribution ol this.FDC undcr scction 16 A of lhe Drugs itnd

Cosmelics Acl. 1940. ln view uf thc abovc. any kind of reluldtion ir rbstiiction io ulkrw lirr'rny.ure in pulicnls is not

justifiable. l-herefore, only prohibition under section 264 is rec,ommendi,C): - --,,-- l- ---. ,..:::r^:'i.. -

And whereas, on the ba\is of thc rccunrnrcndatirins of thciExpurt (onttttiitsc irnd .thc ' Drulis '[i'ihnic:rl

Advisory Board, the Cenrral Government is satisficd thal it ifneccssary dnd ciptdlcntrin iublic interect tdrriiSulotc by
way of prohibition the manufacture for sale, sale and disrributioi fbr huintin uie 6l the said diug ih tire bouiitry.

Now, therefore, in supersession of the notification of thc Govcrnnrenr of .lndia. l\4inistry ol: Health and

Family Welfare (Depanment of Health and Family WelfaielpirblishCd'ih rtid-Gazdridof ln'dia. Exltaordiriair,-Pbn ll,
Section 3, Sub-secrion (ii), vide number S.O 977 iE) dared iha l0'i M;ith: 2b t6:,on r hi tr.r;ii of the re conimendqlion;
of the said Expert Commitree and the Drugs Technical Advisory Bbrirrd:" anil 'in tlcrci\c of po\ters c(inltneij'by
section 26A oi rhe Drugs and Cosmerics .icr. 1940 (21 ol I94(i). ithc.C6,itia't (iovciirhrthi heieby-lprOnibits ihii
manufacture for sale, sale or distriburion for human irsc ot' rlnrg ii'fctt, Aoit :ii;nibiniri idrf lo,tl iPSraietimdi: i
Bromhexine+ Phenylephrine + Chlorpheniramine + Guaip"!419:11 wl1lill",l*i4rc.c-1r*1.. ;- . i.,1 ..,,

' . '' .:.1 I IF"fqrIi!l9rrys3l2Pta'D,FQc,(PadJv)l
' ARADI{ANA PATNAIK. Jr. Sccy.

i

3rIT?tTr

^:; -.' -- r',, --'-

' '' ' :lllll'j -'a _

I
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THE C AZE'I-TE OF INDIA fIXTRAORDINARY IPARr Il -slj('.3(ii)l
t4

qfuFfir

{tftd,2nn.2023

sr.qT. 24og(q).-ddfr lla qcrn t ffU ft rqPr{ qFrff 3flrF-fi' 1940 (1940 sr 23) ft
n r 26;'dRr q;}na * ,+,r 'n 

t gq rra-a lwtm +eq @ .- imli$lg*
+;-.rft; + Gft iE Gtrrr' an 't' G-i-r"T {'r-a-{iT 10 qr+' 2016 .[ qrr{ fi rrqqr'

*""*, *, 
'i, 

ds 3(iD t kil-d erftrgqa161 3{r 978 (rD + d-di cftfta ft'qrl

3{t{ qEfr, qri-Sm ssdq ;{rqrdrq artl 2017 ff ftftq q,frq qE{i 22972' {rq iq eti q-'q

a-<rq sritr{ Rfttc +. r* + c# ; R+ ; ; Rqr' 201 7 + 3{rt tn'{ t Rq'rl ft?sit + 3{r'+-d t
il;q ildl I qTq-a]pfi-E rdu ql1t il ft 1 5 q6-+ft nF yo c 1 988 t q-d-q 3rtmftd 41 - *
fr{r ,rqr qr,;iq FCfiI(, "fr; G *ffi t, a alFt.+ q|-q az q-{'ff } fr *qr ft'nft< 9fl6

#+, Gt l;B ; rd *.+* e"t rrqr qr, fr fft -+r vqrrr< qrrrft gf'ift'{q' 1940 (1940 6r

zat ff qr.r zo+ * a-ra frfi ,fttiqir +r ftrrq ir+r zrP-tr z-q qrra fi +rrl rrr+'rr 
"i1!< 

q.

## #B'; ,- ff ; a i$#- ', **-*, zoz, ?n r+ rdl 'rr 'r'rft ffi 14 qrirr 7a a-aa ff
rft 6qr 3iqfd 3{tr qH q-{ftrq 3{fuft{q, 1940 (1940 {r 23) ft rrrrr 5 h a-zt'rfud 3frq+r a-E-'*ff

"-,E"" 
ftgt aqlq-* qfrfter{r f€qdfftrE 'rt raqft 6ffi fft

3itr{q-4ft'Re}qEqftfttfrr.nrftqrftftft;.?{@-fftrnftqq-zqit6rqir€httfer[
3ifq_.s i-fi t sita qs-sff t *rn; fu frft" qnffila {+ilr ti"{ftI 4r9=n s-{B{ q, 3Mr} 3t11

qqrr+ rrrft qfDffqq, rsao ft'qRr z'6+ + o-t< 
=q 

qqat F Bffi"r, ffi m ft-trpr qr cfttiu

q.r6r 3{rqeq6 {r wf+ * "# ;, # t.* +a* Il*tn. * *n- F etr1n *^s+o ff

;"ft; #; iA t' q"r"r, "* zo+ h rt-e ir-+s sr,ftt* qqvrtff ftrnqsl ft qrff tt"

*{ q-{fr Ritqa qfrR 3trr *sq d-+''fi-ft q-+r*nar*+"4'nmt'Hqpxr':qr rti {'T'fi sq

am t rgu t fr tqr t w{G( t ;'*j1m t aq,3q,=" fi-R-ft+ fu'fficftr Efrtldh ft7F'r "I{

on * i*ril.q t an.qq-{ s-.{r ;eq-d .ilr qff'+{ ? -r.', 
I l.i - "- 

:' J-il;-, ; ; ;
flfiI, qE, qrrd F,-rrr, qrrq 3ltr qft{rr a;qr''I qzrTqt'-+rdq-+. . ,Ztt 11'1,IUT *
h trcr{, 3rErTrrr$r, qFr l, Erc 3, sq-ds (ii) t {+qr1.:Pnf.ii r.,-'.f. t(*' sie t3r)ft{rd 16 +f 

'

2oro * 3{fe}nq,rr t t* arf*"*en-'i. ti"t *-e +'#'-*r{ + frkt'i=+ iltirqr, mt

',ffi) a-qr qtrtrqraq mB#, ;r;l',nio + i'l #-'T 
^io+ 

#H TFtrl4'ry^t+E'
fa qr6rr t-+gzrfi-d - frqtq#;"# 

"1-4-II.* "qi* 
+ + ctn-{ ?qsFr + w'an + a"

tsr. +.'x. i r ogii5i1291 a ffi ('rrrl-lv)l

't; ' srnrr<r qrtrq;6' {{m qR-4

NOTI}'I(:A'TION

NewDelhi.rhc2ndJr"..iOtr.;.i - . ..."t. I .. .

S.O. 2403(E).-Whcreas. thc Centrrl Go'"tnrntniin t^"'ci*c ur rttc iu*t''' tnnt"'i"a hy scction lt] 'q 
ol rne

Drups and Cosmetics Act. 1940 (23 
"f 

i6aiii pt"rtiuit"a thc ntinulacture lbr 'ult" salc and tlistrihution lirr huntan urc

^r ai,,o fi rorl dose comuinarion of Sallutamoi + Bromhexinc 1!d,9 nrrrjllcuriorr-nur,h91 S'Q' !7,p {E)' nublishcd in lhc

E.lii'?"il"a,i.'eii,,;;;;;;v.P'"lt'sccrionr(ii''dcrcd.thc.lo"'r\4ulch 
l0l6:.

And whereas, in lighrofrhe directions given Uyif,. ifnn Uf u 'S,ie;tcrnc lC oufl ol-lndra ih i.' iirdgemcnt dated

rhe t5rh Deccnrbcr. 20t7 in thc.,r* "i 
U"l., 

"if"Jir'rn.'i 
nnr. 

"11 
l-fa,-i-,.f. l'tA ilt'' Cii't'nppcat fl,.i' ::q7: uf

zol1. intcr dlto, mcntioning rhar rn rcspccl of t5 FDCs clainrtil to hq 4flprt)rctl Pri(ri lr' I988:' ccntlt-lillll).lll
mav, if it so chooses . dc ,o'o ao'ry u'li on inquiry as to whethcr.ljrci rI'"' conthinurions liccnscfi prior lo l9llll

should be rhe subject maller of u nu,it-i-r,io-n ,ni.r icction 16A ol the Drug:' u,,i C,,*,,,"tic* A(t 194(I23 ot-,9J0)'

the matler was cxamined uy 
'n 

tltp"li Co"irrt" consiiurttt hy Govcrnnrcnt o[ lnrlia *hich [urnishcd its rcpon.tt

rhe l.,April, 2022 in respecr "t 
ri"ri"lrrg'i" ii" i"",rrf boyc.rotlent und, Drugr Jcchnicu.t.Advisory Board

i .,
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lffitt_G 3( )r 1Trrfril .

constituted under section 5 of the Drugs and Cosmelics Acr. 1940 (2-l of l9{0) agreed ro the repofl submiltcd by the
Expefl Commitleel

And whereas, the Expcrt Conrmittcc recommended thar 'Ihcrc rs no rherapcutic justitjcation for tlre
ingredients contained in this FDC and the FDC nray involve risk to human bcrrrgs. Hcnce. in rhe largcr public interest,
it is necessary lo prohibit the manufacture, salc or distribution of this FDC undcr seclion 26 A of the Drugs and
Cosmetics Act, 1940. In view of the above. any krnd of regulalion or rcsllicrion ro allow Ior an! use in patients is not
justifiable. Thercfore. only prohibition under section 26l\ is recomnrended":

And whereas. on lhe basis of lhc rcconrmendatrons o[ thc l:xpcrl Conrrillcc und thc l)rugs Technical
Advisory Board, thc Cenlral Governmenl is satislicd that it is necesrary and cxpcdrcnr i puhlic intcrcst to rcgulale by
way of prohibition the manufacture for salc. salc and distribution for hunrnn usc of thc said drug in thc country.

Now, therefore, in supcrscssion of thc notificalion of lhc Govcrnnlcnr ol lnr.lia. Ministry ol Health and
Family Welfare (Department of Hcalth and Funrily Welfare) publishcd in lhc Cazc(c of India, Exlruordinary. Pan II.
Section 3, Sub-section (ii), vidc numbcr S.O. 978 (E), datcd rhc l0't' March. 2016r on lhc basis of rhc
recommendations of the said Expert Commiltec and the Drugs'l'cchnical Advisory Board; and in cxcrcrse of powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (21 ol 1940). thc Ccnrral Covcrnmcnr hcrcby
prohibits the manufacture for sale, sale or dislribulion for human usc of drug fixed dose contbination ol Salbulamol +
Bromhexine with immediale cffect.

lF. No. X.l 1035/53/2014-pFQC (Part-lV)l

ARADHANA PA1'NAIK. Jr. Secy.

:1r...
qfuW-{r , ., ., ,_. .,

itftd,2 aa,2023 t "l
-: -:': _ -l ,

lftalr. 2404(q).----{fr:Fz rr+irr i 3ftrrF} t crTF lllfl.r[E]ET-{-, 194p-(194Q rr ?3) t
fi{I 26.6 er{r lr{ir crffit 6T etFT {,4 Eq {r6{-FrTIqrT flal tffifrurrEt i,,St*{ ffi +

H( Rtq + ftfud g.ff6 s{nrq-{ srff €r h fuft66ftfu"r, Eff qlr Ea'cyr qir ft-flF ro qr{,
2016 + errc( * rrcT{, 3rqrqrur, qr{r il, Ejs s(iti fr'e-dTfo-d qftq-{ir r,r.?it 9_89: (sr) + n-rn qfr'fr-d

ft;crr ,,,, . ,. . .^.'
*. cEft, qrd-ftq rstrq ;?nqmq aFr zorz + a#rirnq'**i zzgrz,i*.; qq *r rar

q-{rq s.rsqr frfrts airr r.q t qrq-a;i RriE 15 fuiTr, 2017 + 3rq-{ ftq't it PfI.rr h?efr h 3rr{td t
ar;q anl * epr-wprr5 r<u +-G gq ft 1 5 nq-ftft ftqn q+rr q r Soa h q*i rt+rtla *a +r Erqi
ftqr rrqr qr, itE qc+Tr, qft sE qqr flEff t, m aq ffi t stE T, fqfr i,fr; IqI_fi-utq1 BrF
i,it-sit, Fr+ 1988 t c-6t Err{itq Rqr r{n sn, fr 3lM ft eqrflq''ffi 3rfuff+c, 1940 (1940 6T

23) ff trm 266 h trrd ffi qfdqqnr +,r Erq ir-m'qrft,qr sq crc'A fr"Hi?i #i';trr'r'.rfr-{ q6
frqlq* vftft arqr siq ft rd rff ffi r 3rtq, 2022 A Tfr uzn Tr xrfr ffit *z qr+:,rr 61 q-$ ff
ft eq *qf* +( BH [flrr 3rfltft{c, 1940 (1940 il 23) ft ?rrr s i a;a rrfrT -rtqq a-q.,ffi
rctErr +g i Aelrm qftft errr Ea-d Rrt€ w qiqft zr;r ffr

qt q-cft, ftqtqa qftft t ffier ff fr B ?q rlq,*fi {-trift-{ q-aii m et|arirtftF
qlft.q i-ff A 3ia r'J;+ft t tq,* ; fu *F{q ,nft-{ ir rt4ti *r sqftn qrrrr E<F,d' i', 3ittFl qt
rmreFr sFFfi 3rldft'{q, 1940 ft m{r 26 { + ild-diEfr r'si8fi'+ Rfulr, F:ft m fra-r',I q-r;yft-{ei

.r{161 3nqcT6 tt s-r{.-s h qdE t, tlfut i r+rh frfi trr s-{i?--h,s..rqi1r66 frft-a-r++r cftiq ft
q-{cfr ?-{r ;qrmiTd c-fr tr EqftL ur{T 26+ + il6d +aq cftq}r ftq qrt ft ftq;rftpr ff erf,t tr"

ei-r qsfu ft qlsa qft ft +( 3fr 
'ru i-r+€r {dr6{,'"'' ad ft ffi sn + qr?fi 'q.r; *F {rr,rr w

ar-d+rguBB ?rr t q-{Qf, tqr+q sq-fr{r hftrr+<qrft'E#6frrrffirr;E-ff13ft.ftil.orqa
,6fu;6 qrs{c t Bftqrrq o'rrr 3rrasq-d 3{tr {fi-+{ tr -: ' r. :' ' - " ' '

fqftC, 3ra, qTrtl {rr6n, qrEzq fr rrft4r. +,.-{r!r iurq-q lrapzq 3l-r .rF-arr I;lryr E.+rtr1 Zm qr.-d

h trsr{, q-grtlr(q, qr,r il, irs 3, sc-ds (ii) t rnrlerd :f}{qtr fu 11, 1ios111 ft-+d 1o'.q,+,
2016 h s{ftInq'rr t s+ frc}q-{ qftft 3{t{ et{?r ildft-S +iT?q:r; tr A fiy,Tftrit + qirrrt qr' ili
fft ilqr ff s-clra 3rfAfi-{q, 1e40 (1s4o 61 23) ff 'rFi 29; znl frr:fit+-';A,i qfl

'- -- -l

1: ;-; r:

l-..r
II 'i:'I
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THE GAZETTE OF INDIA r.:XTRAORDINARY lP^R-r It St(:. 3(ii)l
l6

*,a rrorr R}t+R<rqTr{ + Adq fr + ffiq ft<q

3qd.rr h Rq kff + ftq G'ffi.,rr, Rff qr G-arur qr ar+rq
ff frf,r{ qrrd ritrdn qrff ar t qr+E

aa6 i1 r;a arffi i1

[$r. q. x. 1 1 035/53/201 4-frlt6q{ft (trFr-rv)l

'{frTe-r{I qz?flq q;, q3'P 'l'qq

Expert Commitlee;

And whereas, lhe Expert Commiltec reco mmended lhat "therc ir no therapcutic justification tbr thc

ingred icnts contained in this FDC and the FDC may involvc risk to hunlan hcing s. Hcncc in thc larger public interest,

it is necessary to prohibit the manufacture' sale or d istribution'oi lhis FDC undcr scction 26 A of the Drugs and

Cosmetics Act 1940. ln view of thc above. any kind of rcgulalion or rcstrictioo to allow tor any usc in paticnls is nol

justifiable.'lhe refore, only prohibition under section 26A is rccomnren tted

-ifttl thdjDruSs'l'cchnical
And whereas. on the basis of thc reconrmendatittns of thc Ex

Advisory Board, the Ccntral Governmenl is satisfied that it is ncccssari'irrid cipcdicni in Putr lic intcrcst lo reg.irlutc bY

way of frohibition the manufacture tbr sa le. sale and d istrihurion ftir hririrrlir Liici oi thc iaidr(lrug lih Lhi co0nirYt

NOTIFICATION

New Delhi, thc lnJ Jun(. l0l'1

S.O. 2404(E).-Whereas, thc Central Government in cxcrcise ol thc powcrs ':onlirrcrJ 
by \cclion 26 A of the

Drues and Cosmctics Act. 1940,:l "fl";6) 
pthiiiled thc trruttu.factu.rc trr salc 'alc irnd (li\lrihulioo for huntun usc

of arue fixcd dose combinarion ur crrro.pi[niir.ine + codeine Phosohate + IUenthol svrup virlc notitlcalion

numuei s.O 983 (El published in tf't 6"tit!-"i r"Oi"' Exlroordinary Pirrt li Scction Jriir' drlcd lhc l0'r'Murch 20l6r

Andwhereas,inlightofthedirectionsgivenbytheHon.ble^S-uprenrcCottnoflndiainitsjudgemenldated
rhe l5rh Dcccmber. 201? in rhe.^. 

"r 
u"i"" oir"oia and nnr. v/s Pl'i7cr t-rd. and ors ci\,il ApPlal No 22972 of

20r.r, inrer alia,mentioning,tr, i" ,lrpl"i oi rs ioC. cr"in'rc,l ro bc Jpprovcd prior lo l9ll8 . ccnlral Govcrnment

may. if it so chooses . de *uo t""y'uli''i'''q'''vl- t" uhcrht'r,lirc1i dit:'c u(lnrhirrirlr(nr\ lic':nsed prior t. I9tl8

should bc thc subjecr matrcr o, , noriri.riiun un,t"r iecrion ltA,ol thc 1jn1!. lrnd ('r:'ttretic' A(l l9J0{l:l of l9J0)'

the matter was examincd by 
"" 

b*;;;;;';it"" t""'ti-''*r ly b.,.,.""ii''Int o1'lnr.,r uhrch furnishcd its rcport trn

the 1,, April. 2022 in respect or ,io*- arrg to the ccnrrirl Gr.r*n,'r1.,1, ancl Drugs.Tcchnical Advisory Board

consrilured under sccrion 5 
"f 

th" D;;;";;Ar;;ii;r;"i 19,10 (rr or;I9.10) igrccd ro thc rcport submilrcd bv thc

L ll t

Now. thcreforc, in suPer session of the notificali on ol thc Govbrn ,;;;i' ;i r"ai;, MinistrY of Hcalth and

Fomily Wclfare (DePanment of Hcalth and FamilY Welfa6T Pu6li;hridih ilit ca;flit o-f'rt ulrr. iExtradidillury. Pari iU,

Section 3, Sub-section (ii)' vidc number S.O. 983 (E)," datid riii -iht lrasii'of thc

recommcndarions of the said ExPcr t Commillcc and thi Drir! s TdchfricJI Adviiorr B)rr rul lni irLi:ilrci(c ol'po'irtrs

conferrcd bY seclion 264 of thc Drugs and Cosnrctics Ac't. lg'10 l('lJl' fi lg40i.i rllr Oc'i[tral CirVcrrilrr6trt rrertt li

prohibils lhc manufacture for salc. salc or distribution liir 'hunlriri iu\a tl drug

Chlorpheniramine + Codeine Phosphate + Menthol Syrirp with it

x. i r orsis:l:or,r-onoi i P"nrrv lt

ARADIIANA PATNAIK. Jt SecY:

qfuqE-{r :r:

o-t ft;u4, 2 q<, 202?

h

If. Nt1

6r.qr' 2405(q)'--Tqft 
* (GFrt i ffu *'ryIItff qf'BjRqq' 1940 (1940 6r-23) ff

firr 26E6 errr r<rI elfr{t fl rft # fl ** g.l"- t ftn ffigt + frMakfrEqc+
# ffi i# .lfr ; * R-f, e{ fu, Aff 3ir E=fl'Ir 1r ft-4l{; 1 0 cr{' 201 6 4 rrrra 6

ffi il"*, il||,,a= gt,u't"#6;",ft;{r'3r' 1b28(-'{)64#cft.tudRaTr 
"

sfla q4ft, qrnft'q cgffi;qrqTErz[ ar{r 2olT ft Fih''9'fr'i q'.4r 22972"wn t's 3fl1 .ft{

aqrq o,rim. ftftts da strq + qrxtt n-o* rSiAqT., Zgli,; q'6 ffi; fr rrr' fttcii + 3{r+d t
il;q Etdl I qzr-arEq-d sA's -,4 Zq ti i S ttwa* nq-+ ttiiT ri 1988 q q7a ''6ftfta fi a'r arirl

ftqr rrqr qr, ita rrq,rr, ,fr *" ffi'qr#i g fg"t qlq a-' q-afr:1 R;.ar ftr{na gr+
qqtq"it,Frt1988trdi--i"ft*"**,'+--+*tUFofl'-*of'3f'}ftq-c':1940(1940E;r
;;j ft ,* ,;;;.8" ftff ,{DrG,; a," z* 

"Teqr 
+ q-r* a '*- r'T T * *
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[ffrr ll-rs!-s 3(ii)] 1TF-d +'I ?rdr{=r : strqTATnII t7

ftsls.f, qftfr il(r qi-q ff Tr€ ,ff Frqi r q*q, zozz di gtr r+r qr 3re-ff ffi, Ta fi:{I. eir, rrgd ft
ft aqr ffid 3rt{ qted q-fitra 3rf*ft{q, 1940 (1940 il 23) ff rrfi s i a-za rfud etrrr r+-ffi
q-aq5r< {1g fr frlrv-f, qffi arrr r5t ffi q-r raqfr qfr fr r

3rt( s{ft, Eq}qa qftft t fficr ff ff fr 'w rr+*ff +;r q:rf ffid 3ttft=rq rf, } +f
qrffm t Emn + R\ frfuq enftd 3 r+-ar ir ?qP4n aflTa q-{B{ t, 3M} 3ft{ vqrm EIrrff
3rfdfr{q, 1940 ff rrrrr 26{ h a-6r w rtr.,*ff + Bfu"T, E-ft cr E-f,r,a .r. sfoiu arTr+r qrsrrs tt
sc{-s h,,6q t, tfut it q-+r } ffi ft srrr } 3"r,itr zT ftftar{ qr rfujrt ff uTqfr t{r
.qrr+irrc r& tr gcftq, mn zo+ * a-54 *a-a xfttu frq qri # ffirr ff qrft *r"

3t{ qaft frstq-{ qEfr 3Tt{ 3i'TtJ ilrftff {fl86r. n€ ff ffi{r 4 4Telrr rr. ;ra rrrdrr sq
at t W t ft tqr t q-{B{ it qrn-a sq-dr.r h RC cm rqr ff E:ft t fr" ftffiq, E-ff *r E-ir',r qr
cfui.tr * qreqq t ftftqrra sr{r 3rrarq-+ fr rfi-*< }r
qqftq, srq, itrr<l qc+rc, qrrzq *< qR-qr. toqrq q-+r+q (qre,a *r 'rft{rr n,aqrtr ftrrnr1 zrrl rrrr"I
h trcqe, 3rqruroT, $rFr ll, rtis 3, sq-ds 1ii) t r+rRt< qftTfir q€ql {r,3lr. 1028 14 ftrr+ to rr{,
2016 t qfumqur t cm ftqlq-a qftft 3rt{ 3iqu ilqrfi-ff qqr#r,rr at' ft fficil h qru-n qr: ait
eMd a'qr ff s-{r$a sTfuFqq, 1940 (1940 +l 23) ff ?rFr 26.r ertT [iF erfr-dt {,r E-{irII 6G Er|
:la rc+n FrlW + ffaM*< frEcc ft ftfud g{r+ {+fi Erft <ar ir qr+q 3q+rr } fu aA
+ frq Aftqfur, fuft qr ftilr,rr .rt <-otrt crrra t ir+ qrn-ft tr

1w. d'.: X. r I oosls3/201a-ffr1r,+1ff (rrr{r-lv)l
'.{r.r"ri1tzqra+ . {,ffitRa

=,- :r i;i; i
Ll''] ilL

NortFtghrroil 'r !:-i 
.t

Ncw Dethi. rh;.I;ltd[:)oiri . i -

l
. ,,1

.t i -

ri
S.O. 2405( E).-Whcreus. thc Cenlral Covcrnmc(t jrl-crercisr.-qil,-lhg pfrqlein:c\rntclrcdtryscct)on 26A-of lhc

Drugs and Cosnrerics Act. l94U (13 ol 1940) prohibited thc rrranul,rdurc lpr salu; ur lqan-tl ,jt'tlthuti.rn li)r hunrJn usc

of drug lixed dose combination of Phenyloin + Phenobarbilonc sodium ride notrficatititt nunrhcr S.O. l0l8 tl:t
published in rhe Cazertc of Ind ia. Extraordinary, Pan I I, Scction 3( r i). dated thc l0'h.Jvl arch. 20 l6: 

-
And whereas, in light of lhe directions given by tne Hon'trtlfsufrem;.e,;;t 6f I;Jii ln iii ju-tt-lcniiit durcJ

rhe l5rh December, 2017 in lhe casc of Union of lndia and Anr. u/* Pti4c, l.ttl; iriil Ors.'Civil Appeal N0.22972 of
2017. inter alia, mentioning thal in respcct of l5 FDCs claimed to ho-spprovcfFpridt lo l9tl8 ,:Ccntral'Covemrnenl
may, if it sochooses.de novo carry out an inquiry as ro whcthcr lixcll dosc ronrbinaLirms liceoscd Prior, lo lgPrll

should be thc subjcct maller of a nolillcalion under section 264 ol the IliuE. lrtd Cosntctic. A('t .lq4()(21 all94g).
lhe nraner was examined by an Expcrr Conrmirree con*rirurci uy c;ovii,it"ini i,r'tnola '"trlitr iurnishcrJ its rcport 6n

the l'' April, 2022 in respcct of above drug to the Ccntral Govcinnrent and Drugs 'fcchnical Advisory Board

constiruted under Sccrion 5 of thc Drugs and Cosmetics Acr. 1940 (21p1194(U lgrc{d fiL$c r+Po suhmitted by lhe

Expert Commillee:

And whereas. rhe Expcrr Cornmirrcc recommended thar "lherc ,s ne therapeuiL .iusiin"iiion [,jt ri,ii t.bcianO

the FDc may involvc risk lo hutnan beings llcnce in lhc largcr public intcrcst it is ncccssary to prohibil lhc

manufacture. .sate or distribution of rhis FDCunder scction 26 A ol th,,' Drugi and (irsnrctic'i Aci. 194(). ln vicw of lhc

abovc. any kind of regularion or restriction ro allow fd;./anylu\c in palicnls is not juslilidbler ]'hcrclorc. orrly

prohibition under section 26A is recommended". ..',.','
And whercas, on thc basis of rhc rccrtmntcndations oLrhc pxpct (lrrlruitte'c and:he prugs-Technical

Advisory Board. thc Central Covcrnnrcnt is sutislicd rhal ir,-is ncccssaryl and.rxpcdicnt in puhlic intcresl to rctulatc hy

way of prohibition thc nranufacrurc tbr salc. salc lnd disLribption-for hrnlqo-usc.1rf thc saii!tkug,in t[c courltry.

Now, therclore. in supcrscssion ot lhc notification rrf lhc Gortrnm,.'nt ('l lrrdiu. Mini\lry ol Hcullh ;rnd

thc Girzcttc ol lndu. l:xtilqrdiotry.. Pa ll.
It)h Mareh.. littr',: ',,n rtic' busis of the

Advisory Board; und in exgrcisc of powcrs

of 1940)- ltrc. Central -Covcrnmcnt hcrchy
iug lixcd tlose-conrbinlrioq of, Phenytpin +

Fanily wclfare (Dcpartment of Heallh and Family wclfarc) publishcil,itl
Section 3, Sub-section (ii), vidc numbcr S.O. 1028 (El. dutcd llr!
rccommcndations of thc said Expcrt Conrntittec and thc Drugs Tcchniccl.

conferrcd by section 26A of the Drugs and Cosmetics Act. 1940 (ts]
prohibits lhe manufacture for sale, sale or distribulion for human rrscrf{
Phenobarbitone sodium wilh immedialc cltccl, .. 

\

r .lF. Nrc X. l l t)35/53/20l4.DFQC (Parl-lV)l

ARADHANA PATNAIK. ll. Sccy.

: : i'
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qft({{r
l8

.mtr
rr,r r, X i togslsazor+ ffiffi ("rrq-lv)l

i'r: ': l' qmfmr q--'o-+' qTm qfrE

Ncw Dclhi. thc lnd Junc :l)1-l

s.o.240'6(E)'-whcreus' rhe ccntralcovcrnntcnr in cxcruisc'":T 
5iru,:-:H'fl:,1,::;'i.liT;lfl li:

SiHl'ii:'1x;':*l'"";1';'f*flI','I':;;';+iii*::*]im;'i'iii"'pt'*'.,'i'ne 
Mdreare +

Men.,r-ot (to.me + 4o.g * z.s'g * il'l'il.'" iiit;t - t*g-: tl-.-"PiilillilHir:{ili"iifi;S':^T[]:'
iiffi-'ii* -r.g i o's'ngip"' sml svrup vidc hotificiirion nun'hcr s \l 

:{1":-l '':"':"'-l ; 
:

India.Exlraordinary.PartlI,5ecllon].;;:.i:;;[;i.cprn*rr20l$:1.:
And whereas. in fight of tht di;ttion' gi"n b\ rh" ttt'n Utti' St'nicrne ( i)un ii)f'lndi; 'in its t'r{cr dutcd

t4.02.201e in the Miscellaneous ;il';t; ;*-of jotx in Giril Ap*:"I \rt-' ll'l(ll-tr{?2 (il lolT' rlre mrrrer

was examincd hy an Experr Comm,,iJl'**.i,,","ii, i"u.-r.n, ui t,rqil'Tn"i, i"i"'*'f il\ rcparr orr rhe l ' April'

;;;iil';;;i'.i;tove drug't li";fi{il:I"Jlli'.1,t*lfrfi.;la;l,lil;:ii,-';:'il;:I'i:fi1'll",.:'
scction 5 of the DruBs and Cosnrctlcr "" '
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rfTt 61 Tlnlrl]r : rrqT?lTItII t9ll{rrr lt-q!-s 3(ii)]

And whereas. the Expen Comnrittce recommendcrl that "thcre is no therapcutic justification for this t'DC in

rhe abovc nrcnrioncd strengrhs and thc FDC may involve risk ro hunran bcings. l{cncc. in thc largcr public intcresl it

is necessary to prohibit rhc manufacturc. salc or distribulion trf this FDC in thc abovc rrrcntioned strengths under

section 26 A of the Drugs and Cosmetics Act. 1940. [n view ol rhe abovc. any kind of rcgulalion or restriclion lo

allow for any use in patients is nor justifiable. Thcrefore. onty prohibition undcr scclion 26A is reconrnrended":

And whereas. on thc basis of the recomnrendations of the Expcfl Comnrillcc and lhc Dru8s 'fechnrcal

Advisory Board, the Central Covernmenr is satislied that ir is ncccssary and cxpcdicnl in public'intcresl to rcgulale by

way of lrohibirion thc manufacture for sale. sale and distribution lbr hunran use of lhc srid drtrg in lhe counlry

Now, therefore. in supcrrcssion of the nolillcation oi lhc Covcrnnlcnf of Incliir. Ministry ol Hcalth and

Famrly Wclfare (Dcpartmenl of Hculrh and Fanrily Wcltirc) puhlishcd in lhc Ci zcllc ol lntlia. Extraordinary. Part ll'
Section l. Sub-scction (ii). vrdc nunlber S.O. 44ll(E) darcd thc 07'r' Scptcnthct l0ltl: on lhc basis ol thc

rccommcndations of the said Expcrl Conrnrillce and lhe Drugs ]'cchnical AdT'isor.v Bolrd: irnd in cxcrcisc ol powcrs

confcrred by scction 264 of lhc Drugs and Cosmctics Acl lgl0 (23 ol 1940) thc Ccnlr'l Covcrnnrcnl hcr€by

prohibits thc manufacture for salc, sale or distribution for hunran usc of drug tixed dose conrbtnation of Ammonium

bhloride +sodium citrate + chlorpheoiramine Mateate + Mcnlhol (l00mg+40mg+2.5m9+0.9m[)'(l25ng
+55mg+4mg+lmg),(llomg+46mg+3mg+0.9mg)&(l30mg+55flg+3mg+0.5m9)perSml syrup wilh

immediatc cffect 
.,rF-N'' X.t t()35/51/?0 |4-DFQC (t'a*-lv)l

r r. . ARADHAN+ PATNAIK'Jt SccY

qfu({{r

n+*ftd,2qn,202gt t

Tr.qr. 2407(c).-T{ft +-s rr+,rr i dnft .it' sru'Ird dE.lff fltq-F"F 1940 (1940 5r23) fi
rJTrT 266 Errr srfiT'erfur 6r s-{Fr {,.{ 5q qTtr } qqqn;131qp-[fiI, sm li, E-5.3(ii) q !-{'rf}r.I

6T.3{T. 468r(3{) + a-rc q6a sqrim r fu irq-crfrd + qrq-ifficr6ftfikdrqn N;rstEqqri{) +

ffi+ Effxi',T, R-ft 3{t G-il{'rr + Arr EftqFrT Tr Efr:07 Ffi ?91q 4-;I hitit;Tn, 
BqT tt

+.3-4ft, rrrrt i qr+fi-q Tg4q ;qT{ril iltl 201.7 fr fraq iTYftr tirq.r 23405-2!472 +'

e-ff,f 3nirfi ielr 2Ol.8 ff OOO c ?iw, M OZ.ZOtg { rtrll +Prl r.'n 1 
.r. Qlin t 'iI;lTT ii qTr4

rr+rr arrr rrfud g+ frclu-* tftft arrr qrB+ ft qlq ff qt e, dqt 1 'flrt'7,',20W #r 11 firra + Aiu
t *E rr+r d 3ic-ff ftc€ st ft efu ffi* \ra rfl?r{ crq'ft 3Tf*fr{q,, r 940 ( 1 $40j fi !23) ff slrn s }
3irit-d rrfr-d Bt'nr ilr'ffq qq65pr fr€ Eq),rr qqft arn qE-d q'rt Fd qa 5-rt-a ry {t . 

.

+. c-{ft, Est'rf, qfrft t ffier ft ff ft "Trynff t q-{qr 4 F{-' tr{q rrrfta 61 qql{r ),

er{-+ qa.661q * qESff h fu fit Bffiq ?,ltE-iq a-f,r *r 5qftan qpm;r<Qa t ffi qa rru-+

"rq.n 
,.fufr"'c, 1940 ff u-r{I 26+ h eiilfd srftr qFanr t sq "Effff n fu"r, ftff qr frn-rq'n

ftilq qrrt 3{rqeq.6 tt 3'It-s qn evn C rr+t 6rr, rjfui q <{r + ffi rft s-r,r' + sqqrl ?4 ftfrqq-{
qr cftiu sR-( a-fr ir rqftC, h{q erFT 266 + €d ftrtrr ff fficI ff rff lt" '

, -i i - : i t-' - "r-

[.{:r q. x.1 10is/sarzot+-ffi i*-ryll
i 3IFIIFTT IEFTIFF; Ert-f:@+

qrr4 t qfrtu {-cft tt
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NOTII'ICATIoN

New Delhi. thc lnd Junc 202'l

t 
'h"'pt'*'"'* 

conli'rrcd hy sr'clion 2d A of
S.O. 2407(D.-Whercas thc Ccnrral Covcrnmcnt i excrcisc o

rhe Drugs and Cosmerics Acr, r9a9 tii Ii isoo;r.hiuit.o ,hc nranufac'iurc tirr su1-. salc ,nd dislribtrlion lirr human

use of drug llxed dose combinarion "i 
i"lur,u.or + Hydroxyerhyltheirph.vllinc (E.ufyllinc) + Bromhexinc vide

notification number SO 468i(E) p;;li'h;tn it't C""t'" ol:lndi'r' [ixtiaordinarl' l?art ll scclion ](ii) dated rhe

tii;n seprenrhcr 20l8:

And whereas, in light of the directions given by thc llon blc Suprcme Coun 9l !11i" ''n^ll:-n'1t' 
d*td

t4,02.20t9 in rhc Misceltaneous ,ppri*ii"" ru" o"oo 
"f 

20ttt in civrl Ap+:rl No.s :3{05-l:1472 of 2017' the matter

was examined by an r*p"rt cornlirt"" Jon".iiiri.J ty co*rr"nr of lndia which l\rnishcd rts rcport on lhc l'' April,

2022 in respccr of abovc drug ,. ;a;;;;;i-d;;nnrcnr an.t Drugs Ttchnical Advisorv Board cQnstilutcd under

sccrion 5 ofrhe Drugs and cosmetic- oai isaoizl 
"r 

lg4o) irErccd ro rhc rcporr subnrittcd h-v lhc Expcrt conrrrrrllec:

And whereas. thc LxPcrl Conlnrilree recommendcd lhat thcre i\ no lhcraPcutic juslilicalion 
'lor 

the

ingredtents contained in this FDC .",r ,t" ioc may involvc risk rr.hurnan hcin-ss tlcncc in lhc l rger Public intcres('

it is ncccssary ro prohibil ,r," ,onrio.iir". *te or aisrrlt,uti,,n ol lhis I;DC undcr rcetion 26 A of lhc Drttgs and

Cosmctics Acl, 1g40. rn ,ia* or,n" oiou", rny t ina or r"gutrrion or dstrictii)n rrr allow lrrr uny usc in palicnls is nol

irtiin"ilf. i:rli.r"re, only prohibition under section 26A is rccomnrended'l:

And whereas' on thc basis of the recommendalions of tlrc' ljxpcrt ('ontmittcc it d thc Drugs Tcchnical

Advisory Board. thc central cur.rnr,an,lr-.r,i.. ticd thar ir i\ ncccsrurl anrl crpcclicnt in Ptrhlic inlcrc\l () rcgulirlc hy

-rV',,i fi,'.,f,t, iia"^ ,ft" ,'t'tun, futt u" for srrlc salc and dislrihrrlion l()r lrumirfl trst'ol thc sllid tltug in lhc countrl

Now.lherclbrc.insupcrsessionofthcnotificationol.thc(]o\,cn]nl('llr(ll.India:-Minislr)'rlfHcalthand
Family Wcllare lDepanment of ltcartr,. ""iir,.irv 

w"rr,,c) Publishcd in lhc Girzcttc .l lndia' Extiarrrditrary Part Il'

Seclion 3. Sub-scction tiif. u'Ot 'S O n"ber 4687(E) ttirrr.'rl rhc it7'n S'cplenrhcr l0l8 j on: thr: husir rtf thc

reconrmendarions of the said e*p"ri-corn irt"a and thc Drugs Tcchnical Atlvisorl- B.utrl: .ttd in cxcrcrsc ol powcrs

contcrrcd hy scclion 26A "f 
,h. il;; ;;;-aormcric. Ac-r. 1940.11,1 ot lg-l()t. lhr'..('L:otr{I, co\ctrrr)lc,t hcrehy

nrohibirs rhc manufacrure for sate. -i.lrr o-i',ir,irii"" in, ttun'rn u.c ot.tlLr]c'tiictl 'l'xc 
t'pnihination rtf Sulbulamol +

ii;;;;;;;riilillrvttine tEtofvllinet + Rromhexine wirlr rrrrn'ri\liutc'cl'li'cr' " ''i'
"r '.:.:: lF Nt): X.1 ll)ri/5'v20 t4JDFQC (Part'trv)l

r:: :"r :II enebHeli pniN'qrr' i' s"tv'

t'1

-ir-t'-

nrenr of lndiir Prcss. Ri g Roird. \lnv Puri

eControllcrol PuhIeitli( s. l)clhi ll(X)5]Uplondcd by Dlt'. of PrinlinE al Covcrn
und Publishcd bY rh

Nc\ l)clhi I100

,]
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