[HTT II—EUE 3(ii)] WL T TS STETETIT 11

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. 926 (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 Bromhexine
+ Dextromethorphan + Ammonium Chloride + Menthol with immediate effect.

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

CIBLCET
7% feeft, 2 97, 2023
1.3, 2401 (37).—STaTeh g TR o AT T T@TeT Gt Aferf==w7, 1940 (1940 Fr 23) Fr
T 26F FT Y& TRl &1 TN Fed g0 AT SUINT & (7 STaaraeTh + T e +

TEATHATTEA + THIRAH FARGE 6 (1 GF QAT ATl 24T & feehl gq s, e o g
&l faei® 10 /T, 2016 & AT & ST, FHTET, AT 1, T 3(ii) H THRIAT AT F.37. 930(3)
% dgd g =

T STAth, AW IFAH AT g7 2017 &t [Tfaer srfier sear 22972, w=a 99 7 o1+
FATH HIEY [THeT 3T o & ATH § faqt® 15 fawaw, 2017 % o Fae § & 10 Qe & s o
F FTAT & TTT-T7 qE Io@ Fd gU [ 15 THRSIHT [oreeh dael § 1988 | qgel ATHIAT I HT a1l
T T o1, i R, e 98 UET Aredl g, al 90 B ¥ = W ghdr g & e Rgiia g
TreET, S8 1988 & 9ger ATsHg T AT AT, F Sfuty ¥ yH e arRft srferfe=m, 1940 (1940 &1
23) #T ITT 26F & dgd (hel ATEALAAT AT AU FHAT ATRUI T ATHA il AT TR GRT AST TH
o= T g=T St= & T2 off e 1 319@, 2022 FT I F4T 97 AT RATE g TER1E Al TE&d 0l
ff qA7 Sfrofer sfiw "ied yaras Afafaa, 1940 (1940 #7 23) ¥ 9T 5 F qET TS AT TR TRl
HATZH AT o [F9rust afafd grT J&=qa R a2 agatd =16 i

v satw, fFous afafa T e & of & w0 TwSEl § aree qewt #7 FE aWtew
sif=rer 781 2 o UwSER ® gamt o forw e onfer 27 9ehaT 21 TEieiT ST Sied §, st s
ST AT STterfeae, 1940 FT a7 26F % dgd 39 UReEl & farwir, faeft a1 fFaer o gihey
FTET SAAF g ITYH 6 At |, AR F 747 & et o Jo6e F 37 gq Afaawe ar afaae #
AATT AT SATIERTT qE1 gl THONT, &7 267 F qgd Faet Sraver fohw sy 7 e i sy 21"

S Tateh faeras Al ofiT Sl Tadienl TATEHIT a1 il [RIRITL 6 e 9T, g q3ne 39
T & TqC g T 397 § Siead & AWa SUART # forw 3<% @ar it okt & forw fawtor, faefr sie B =
STaae = ATeaH & B HaHT F3A7 aes T aH/=0T gl

THTNT, 3T, WIXT TR, FATEST ST TRATY FeATT HATAT (FATEST 3T TIRATT FHedTor {or9TT) T 91
& TSI, AT, AN |, @€ 3, IT-GT (i) § THAT A=A HeAT F.3. 930 (37) e 10 77+,
2016 & srferspmor § 3<% faows afafa o oy qoeeht aodTghte a1e 6 [RErien & e 97 i
ot ToT "G AT ATAaH, 1940 (1940 FT 23) i 1T 267 FT T& ARRAT HT TART Fd 8T,
FF ATEHTY STFETHAITHT + FARNBALATST + TATHAET + ST FAIES f1 [iSd g g9
ATAT TAT A ITANT F forw foshy * forw fafawtor, fasht = fEawor a2 acrrer soama & e ot 2|

[T, &. X.11035/53/2014-STTHFTHT (FTT-1V)]
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NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2401(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 Dextromethorphan + Chlorpheniramine + Guaiphenesin + Ammonium
Chloride vide notification number S.O. 930 (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
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. 930 (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
Dextromethorphan + Chlorpheniramine + Guaiphenesin + Ammonium Chloride with immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-I1V)]
ARADHANA PATNAIK, Jt. Secy.

CIPECEL
% faoett, 2 51, 2023

1.3, 2402(37).—STa Tk Fg THTL 7 AT T AT ATRT AT, 1940 (1940 F71 23) #H¥
ST 267 FTT Y& IRl &1 JART F3d g0 A ITANT o o IRrfRe e + sAgadiT + SsamaasT
+ FARAHATST + ATHAEA & [T g S areit 4T & fashl gq At & s faeor
T e 10 AT, 2016 3 AT o TSI, AT, AN |, T 3(ii) H§ THTAT SATEG=AT F1.37.977 (31)
% qgd Tratuag &

AR Aaleh, AT IFAH =TT ZIT 2017 Ft =i srdier |ear 22972, awa &9 37 o+
TATH THrEee forfies 3 o & 919« | fRFie 15 fRsew, 2017 F raw ey § fRw ro fRgern & s o
T FTAT & TTT-TT AE Io@ Hd gU [ 15 THRSIHT [oreeh dael § 1988 | Tl ATHIAT I T IraT
RT3 o1, ¥ AR, AfQ g VAT ARdl 8, a7 90 Y ' 9= w7 gwdr g & A Faita g
Tt o 1988 & qger ATgae AT 747 o, #v siufer o ymrae arniy stfafaaw, 1940 (1940 =7
23) #T T 26F * dgd hel ATALAAT HT AT gHAT ATRTI TH ATHS HiT AT ALRIE GIRT AST UTH
farros afafa gy sti=r i 7 ofF JrEw 1 s, 2022 1 39 FA7 9% qAT ROE g g B Tw]d
off qu7 sirofer siw =ied yaras srfafaara, 1940 (1940 &7 23) it 9T=T 5 F qgT TS AT TR Tehl
HATZHE AT o A= qifd g T&qa R1E 9% agaid <6 il




