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srfergEAT
7% fReeft, 2 51, 2023

1.3, 2403(37).—STa{h g TR 7 AT T Tore G qfaf==w, 1940 (1940 #7 23) Fir
ST 267 FIXT Y& RAT FT TIRT Fd gU A9 STANT & o7 AAGETHIA + FAgadie & [ gas
AT Attt @ar & Tt gq et et sie fAaer & fGam 10 919, 2016 F 9a & e,
SFETLTIT, AT |1, & 3(ii) & TeRTira stfarg=er #1.39. 978 (37) F dgd Tiatug

AT Safeh, AT IFAH AT ZIT 2017 Fit =i srdfier | 22972, wwa 79 {7 o+
FATH FTEY fofiee T o7 & ArHe § f2qi 15 fedaw, 2017 F sa= e § f2w ru Rgert & srers o
T FTAT % FATT-T7T Tg 3@ Fd g0 o6 15 THREHT 5| Faer § 1988 & Ugel ATHITGT &I T arar
TFaT T o1, ¥ A, Afs g UET FAedl 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
farerost afafa gy sti=r it 7 ofF Srew 1 s, 2022 1 396 Ta7 9% qut ROrE g g i Tw T B
fT T Sfufd i |icd JaTea ATaf=aw, 1940 (1940 FT 23) #FT &7 5 F TEd (ST AT TReTehT
qATZH AT o A= Fiefd g J&qa Rure 9% qgafd o< il

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 & famarr, foeht a1 e o wfaeay
FTET SA9IAF | ITAH 6 ATl |, URET 7 F47 & 7T AT Jah1e % I g Afagwe ar afaaer &
AATT AT SATAET q51 gl THOT, &7 267 F qgd Fad Srauer oy e =it ferrfer it St g1

AT Sath freras afufa o oy Tl TATZHRTE TS T T F e 9%, % GCh 39
1T & FqF g T 391 ¥ Sfeaq § Aa START & forw 3<% @ar it faht & forw fafqstor, @B e faer <
Tare & ATeAH & ARTHT FAT 9T T GH =1 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 ATALAAT H&AT F.3MM. 978 (31) A= 10 77+,
2016 * SATEHAT H Ih TA90s AT AT STe Tahelenl TATZHIT dle il (RIS 92 3T
sirofer T |ied yHTee ATaaw, 1940 (1940 F7 23) Hit 9T 26%F FIT Y& ARRAT T TINT Fd g0,
FF ALY AAGETHIA + TGN 6T 5T g S aret 2aT & #7199 3990 & forw f&sht & form
fafawtor, fesft =7 fEaaor % TehTel T9TE 7 T AT 2l

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

AT TeATaF, §<h A=

NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2403(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 Salbutamol + Bromhexine vide notification number S.0. 978 (E), published in the
Gazette of India, Extraordinary, Part II, Section 3(ii), dated the 100 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. 978 (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 Salbutameol +
Bromhexine with immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-IV)]
ARADHANA PATNAIK, Jt. Secy.

ST
s faeett, 2 9, 2023

.3, 2404(37).—STa Tk hg TLHTT 7 AT T AT AR A=, 1940 (1940 F1 23) #H¥
T 26%F ZIRT Y& TRdl &7 TINT FLd g0 AT ITANT & (o7 FANBAUHATET + Hisid Hiehe +
e o & e g g9 areft =ar F s 2q ffawtorn, faf sz g i w9 10 914,
2016 & AT % T(STI, AT, F0 ||, @ 3(ii) H THRIAT SATEAAT .3, 983 (37) F Tgd ATd UG
o

T STA(h, AW IFAH AT g7 2017 Fit [Tfaer srdfier sear 22972, w=a 99 3w o=
FATH wrEere forfies 3w oy & 9o | fRFie 15 fReew, 2017 F 3o+ Soer § fRw ro [ & srons o
T FTAT F TTT-T7 qE I Hd g [ 15 THRSHT [oreTeh dael H 1988 | qgel ATHIAT I HT IraT
RT3 o1, ¥ AR, AfQ g VAT ARl B, ar 90 Y ¥ = # g@wdl g & A Faita gaE
Torerr, & 1988 & uger ATsE| o 3T o, F Awfy &iv yerys avft srfafa, 1940 (1940 1
23) #T T 26F # Tgd (el ATILAAT T A0 gHAT AU TH ATHA Fhl AT ALHT FIT A5 THh
fereros T g Str= &t T2 off e 1 319@, 2022 F I F4T 9¢ AUAT RATE g TER1E Al T 0l
ff qa7 sirwfer sfiw =ied yaraw sfafa=m, 1940 (1940 #7 23) T 9T 5 F qET TS AT TR TRl
HATZHE AT o (s qifd gRT Teqa (e a2 agatd 216 il

Y sats, fFaus afafa T e & off & w9 RS § aree gewt A aTieE
it A1 g ol UHSER | ot & forw s onfaer g1 9har g1 SEiiu SqTae S|ied #, st i
TETET AR At 1940 #T 9T 26 F F dgd =H UwerHl & AfHwir, et 7 fFawer v aiaee
FHET SAELTF | STUH 6 AT H, TWAT § FAT & Tohell dT T o6 START g A HIHT I7 Sfaaer
AATT AT ATAET Al gl THT, T 26% F qgd hael Traue o STy it Rrerfer i S 81"

S STaten Teras AifT T Sl T ien! TATEHIT a1 Sl [RRIT F e 9T, g q3hE 39
T & TG g T 397 § Siea & AWa SUART  forw 3<% @4t iy faht & forw fawtor, f@ft siw Haer =
STdae o ATeAH & EAHaHT A7 aeds 3T aH=T g

=qforT, o7, ATLd T¥aT, TATEed 3 TRETe FedTo HATT (FATeeT 3T IR Fwearor f&am) g |9
& TSI, STETET, 90 ||, @€ 3, SU-GT (i) § TR ATSg=aT §&a1 F1.37. 983 (37) =i+ 10 #14,
2016 & srferrmor § 36 faows afafa e sivy qaereht aorgse ae fir Rerien & e 97 siv
Sirofer T |ied SHTee ATSHIH, 1940 (1940 FT 23) Hit g7 267 FTT T ARAT FHT TINT Fd g0,




