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.31, 2398(37).—STa{eh g TLHTL 7 ATTTEr T TETe ARt stfarf==w, 1940 (1940 =T 23) Fr
T 267 FIT Y& AR T AN F4d g0 AT ITANT F oI e IChiauTa Afore + fidi R &
fAtera g @S arett @ar % fashy gq fAfawt, fefr s fAaer v it 10 91+, 2016 % wed *
TSI, AFTLTIT, AT |1, @2 3(ii) H TRTIrT STierg=er #1.97. 909 (37) F dgd viafug fram

AT Saleh, AT IFAH =TT ZIT 2017 Fit =i srdier | 22972, awa &9 {7 o=
FATH FTEY fefiee T o7 & ArHe § f2qi 15 fedaw, 2017 F sa= e § f2w ro fRger & srers o
T FTAT % FATT-T7T Tg 3@ Fd g0 o6 15 THREHT 5| Faer § 1988 & Ugel ATHITGT &I T arar
FaT T o1, ¥ AR, Afs g9g UAT ATRdl 8, a7 AU Y ¥ 9= w5 gwdr g o Faiha g
TreEt, S8 1988 & 9ger ATsHg T AT AT, F Siutdr sfi¥ yorea avRft srferfe=m, 1940 (1940 =1
23) T T 26 & Tgd el ATELAAT T A0 AT AU TH A il AT TLHT G TS0 TH
fererosr | gT Str= &t TS off e 1 o18@r, 2022 FT I Ta7 9¥ AT RATE g AT Al T&d hl
fT T Sfufd i |icd JaTea ATaf=aw, 1940 (1940 FT 23) #FT &7 5 F TEd (ST AT TReTehT
qATZH AT o A= Fiafd g J&qq RIle 9% qgatd =< |

e srate, faaus afafa « e fit o & "s7 TwEStEr § aree gehi Fw A AT
=T TRl ¢ ST UHRSIET | S & (o0 SIEH e g1 9hal gl SAfU AT SHied |, Sirafer v
TETET AT AT, 1940 F 9T=T 26% * dgd =9 UHsHHl & farmaror, foeht a1 e v wfaay
FTET SA9IAF | ITAH 6 ATl |, URET 7 F47 & 7T AT Jah1e % I g Afagwe ar afaaer &
AATT AT SATAET A5l gl THT, T 267 & qgd Fad Srauer oy e =it frerfer it St 51"

AT Sath freras afufa o oy Tl TATZHRTE TS T T F e 9%, % GCh 39
T | 6qL ¢ T 397 § SARa & A9 ST F forw 3 @& i faht & forg fafastor, ek s e o=
Tare & ATeAH & ART8T FAT Aa9a oY TH = gl

THTNT, 3T, WTd TR, FATEST ST TRATY FeATT HATAT (FATEST 3T TIRATT FedTor {ar9mT) T 91
& TSI, AT, AT |, T 3, IT-GT (i) § THAT ATLAAT H&AT F.37. 909 (31) == 10 77+,
2016 = SATIHAT § I FOus AfAfa i olioe Towdrehl TATZHIT dTe sl IR & e 9¢ ¥
sirofer T |ied yHTee ATaaw, 1940 (1940 FT 23) it 9T 26%F FIT Y& ARRAT T TINT Fd g0,
FF TLHT FACHAATE AIATE + FISH R FF [ geos g9 areft a7 & 99a 3990 & o
st % forw faftor, fasht = fEaor ux aerer T91a & T AT 2l

[T, #. X.11035/53/2014-S0HFTHT (W-1V)]

ATEAT TeATIF, §<h A=

NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2398(E).— Whereas, the Central Government in exercise of the powers conferred by section 26 A of
the Drugs and Cosmetics Act, 1940 (23 of 1940) prohibited the manufacture for sale, sale and distribution for human
use of drug fixed dose combination of Chlopheniramine Maleate + Codeine Syrup vide notification number
S.0. 909 (E) published in the Gazette of India, Extraordinary, Part II, Section 3(ii), dated the 10™ March, 2016;

And whereas, in light of the directions given by the Hon’ble Supreme Court of India in its judgement dated
the 15th December, 2017 in the case of Union of India and Anr. v/s Pfizer Ltd. and Ors. Civil Appeal No. 22972 of
2017, inter alia, mentioning that in respect of 15 FDCs claimed to be approved prior to 1988 , Central Government
may, if it so chooses , de novo carry out an inquiry as to whether fixed dose combinations licensed prior to 1988
should be the subject matter of a notification under section 26A of the Drugs and Cosmetics Act ,1940(23 of 1940),
the matter was examined by an Expert Committee constituted by Government of India which furnished its report on
the 1" April, 2022 in respect of above drug to the Central Government and Drugs Technical Advisory Board
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constituted under section 5 of the Drugs and Cosmetics Act, 1940 (23 of 1940) agreed to the report submitted by the
Expert Committee.

And whereas, the Expert Committee recommended that “there is no therapeutic justification for the
ingredients contained in this FDC and the FDC may involve risk to human beings. Hence in the larger public interest,
it is necessary to prohibit the manufacture, sale or distribution of this FDC under section 26 A of the Drugs and
Cosmetics Act, 1940. In view of the above, any kind of regulation or restriction to allow for any use in patients is not
justifiable. Therefore, only prohibition under section 26A is recommended”.

And whereas, on the basis of the recommendations of the Expert Committee and the Drugs Technical
Advisory Board, the Central Government is satisfied that it is necessary and expedient in public interest to regulate by
way of prohibition the manufacture for sale, sale and distribution for human use of the said drug in the country.

Now, therefore, in supersession of the notification of the Government of India, Ministry of Health and
Family Welfare (Department of Health and Family Welfare) published in the Gazette of India, Extraordinary, Part II,
Section 3, Sub-section (ii), vide number S.O. 909 (E), dated the 10" March, 2016; on the basis of the
recommendations of the said Expert Committee and the Drugs Technical Advisory Board; and in exercise of powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits the manufacture for sale, sale or distribution for human use of drug fixed dose combination of
Chlopheniramine Maleate + Codeine Syrup with immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-I1V)]
ARADHANA PATNAIK, Jt. Secy.
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1.3, 2399(37).—STa Tk hg TLHTT  SHUT T AT AR A7, 1940 (1940 F1 23) #H¥
T 26% FET Y& ARFAT & AN Fd g0 AEET START & o0 SiAas FAIse + sSAgHdiT +
SIHRHAICET & 3T g SFe et 24T & et gq fEfamto, &5 siw fGawor #1 9 10 914,
2016 = AT % T(STI, AT, T ||, @ 3(ii) H THRIAT SATEAAT .3, 922 (37) F qgd Ad UG
o

T STA(h, AT IFAH AT g7 2017 &t [faer srfier sear 22972, w=a 99 3w o=
FATH HrEee forfies 3w oy & 9o | o= 15 fReew, 2017 F 3row Soer § fRw aro fRgernt & s o
T FTAT & TTT-T7 T Io@ Hd gU [ 15 THRSIHT [oreeh dael § 1988 | qgel ATHIAT I HT I1aT
TFaT AT o1, ¥ AR, AfQ g VAT ATRdl B, ar 90 Y ' = w7 g@wdl g & A Faita i
Torsrr, S 1988 & uger ATsE| oo 3T o, F iy &iv yerye avft srfafaa, 1940 (1940
23) #T T 26F % Tgd ehel ATLAAT T AT gHAT AR TH ATH hil AT ALRIE gHT Aoq UTH
freras T g=T St= & T2 off e 1 319, 2022 F I F4T 9¢ AT RATE g TR Al TE&d 0l
ff qa7 Sfrofer sfw "ied yaras srfafaam, 1940 (1940 #7 23) ¥ 9T 5 F qET TS AT TR TRl
TATEHIT AT o TA9TS AT T T AIe 9% qgHid o4k il

Y sath, fFaus afafa T e & off & =9 RS § aree qewt # A aTieE
it AT g ol UHSTE | ZEmi o forw e oo g7 9haT g1 SEiT ST Sqigd #, st $iw
TETY AT AtAa, 1940 FT 9T=T 26% F dgd 39 UERSHT & fAf=wtor, fasht ar fHawr av wfaeer
FTET SAELTF | STUH 6 AT H, TWAT § FAT & et T T o6 START g A=TH1=T a7 Tiarer 6t
AATT AT ATAET Al gl THT, T 26% F qgd el Trauer g ST it frewrfer 7 S 21"

S Tateh Teras AifT T Sl Tadienl TATEHIT a1 il [RRITLT % e 9T, 6% q3hE 39
T & TqE g T 397 § Siead § A SUART & forw 36 @ar it faht & forw fafamtor, faft siv Haer =
sTaae = ATeAw & fAfFam e Fe7 saedsh i aH =+ g

=qfoTT, 37, ATLd T¥aT, TATEeT 3T TTRETe Fed o G (FATeeT 3T gRame searor f&am) g 9
& TSI, AT, AN |, T 3, IT-GT (i) T THIAT ATALAAT H&AT .M. 922 (37) = 10 774,
2016 & srferrmor § 36 faows afafa o sioy qeereht aorgse ae $ir RErien & e 97 i
Sirofer T &ied yqTe ATSHIw, 1940 (1940 FT 23) Hit gT 26%F FTT T ARAT FHT TINT Fd g0,




