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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. 777 (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 Amoxicillin+ Bromhexine
with immediate effect.
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.31, 2396(37).—Ta{h g TR 7 ATTEr T yare At srfarf==w, 1940 (1940 =t 23) Fir
ST 267 FTIT T&T ATRRAT 1 TART Fd g0 AT ITANT % [0 BliehiSrad + TR * [fea gas
AT arert 74T & Tt gq e, et sie fAaer & fGa® 10 919, 2016 F 9ea & eI,
STETLTIT, AT |1, T 3(ji) H TRTIAT SATEE=AT F1.31. 789 (31) F dgd VAU FhaT|

T STAth, AT IFAH AT g1T 2017 Fit [Tfaer srdfier sear 22972, w=a 99 3w o=
FATH wrEere forfies 3w o=y & qraa | o= 15 fReew, 2017 F 3o+ Saer § fRw aro fRgernt & s o
T FTAT & TTT-T7 T Io@ Hd g [ 15 THRSIHT [oreTeh dael H 1988 | qgel ATHIAd I HT I1aT
T ar o, ¥ ", Ffe gy TET =redt g, 9 AU B § 9= w2 awdr g o Rutha gwe
Torerr, e 1988 & uger ATsE oo 3T o, F iy oiv yerys avft srfafaa, 1940 (1940
23) #T T 26F # Tgd el ATILAAT T A0 gHAT AU TH ATHA hl AT ALHT FIT A5 THh
fereros |fEfT g=T St= & T2 off e 1 319, 2022 F I F4T 9¢ AT RIS g TR Al TE&d 0l
ff qA7T Sfrofer sfiw wied yaras Afafaa, 1940 (1940 #7 23) ¥ 9T 5 F qET TS AT TR TRl
TATEHIT A1 o A=t FHTT g7 Joqa RAIe 9% qgHid 246 il

e srate, faous afafa 7 et fi o & "< TwEStEr § aree Jewi #w A AT
Aferer wgt 8 oY URSTE § A forw Sfew ofier 21 ashar g1 THfeiy sATe Seied |, Sufd oY
TETET AT AT, 1940 FT 97T 26% * dgd =9 UESHl & famwror, foeht a1 fFaer o wfaeer
FTET STATAF 5| STAH & ATl |, URET 7 F47 & T o g6 % I gq Afqmee ar afaae &
AATT AT SATIERT q51 gl THONT, &7 267 F qgd Faet Sraver fohw e 7 e it et 21"

S STateh Teras AfT T Sl T ienl TATEHIT a1e il [RRITL 6 e 9T, g J3hE 39
T & TqC g T 397 ¥ SAieaq § A START & forw 36 @ar it faht & forw fafamtor, f@ft s Haer =
sTaae & ATeAH & EAFaHT F7A7 saeds i T = g

THTNT, 3T, WIXT TR, FATEST ST TRATY FeATT HATAT (FATEST 3T TIATT FegTor {oraTT) T 91
& TSI, AT, AT |, T 3, IT-GT (i) § THAT ATALAAT H&AT FT.3. 789 (31) == 10 71+,
2016 = SATHAT § I FOus AATT T e ToHAEhl TATZHIT AT shl IR F AT 9¥ MY
sirafer T |ied sHTee ATAHaw, 1940 (1940 FT 23) it 9T 267 FIT Y& ARRAT & TIN Fd g0,
FF ALEHT HIehIETST + THAS it [ g @aee areft @37 F /e 3wanr & fow fah F oo
fafator, fesft =7 faawor % aeTer 9T & UF AT B
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NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2396(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 Pholcodine+ Promethazine vide notification number S.O. 789 (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 ali, 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.0.789 (E) dated the 1ot 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 Pholcodine +
Promethazine with immediate effect.
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1.3, 2397(37).—STah hg TLHTT 7 AT T AT ATRT AfafazT, 1940 (1940 #71 23) #H¥
TR 267 T T& ARRAT T I Fd g0 A9 START % o0 FAChR AT Aferge + ST
+ TATHATAT + SHIAAN FAREE + A=A [T g dTree aret gar & foeht gq A=, G
S faawer &1 feqi® 10 979, 2016 F AT & TSI, AT, AN |, @ 3(ji) H T Areg=ar
FT.97. 869 (31) F dga wiafug &

AR SAaleh, AT IFAH =ATATAT ZIT 2017 Ft =i srfier |@ear 22972, awa 79 37 o+
TATH HrEee forfies 37 oy & 919« | o= 15 fRsew, 2017 F o+ Saor § fRw aro R & o o
T FTAT & FTT-TT AE Io@ Hd g [ 15 THRSIHT [oreeh dael § 1988 | Tl ATHIAd I T IraT
RT3 o1, ¥ AR, AfQ g VAT ARdl B, a7 90 Y ' 9= w7 g@wdr g & A Faita g
Tt o 1988 & qger ATgae AT 74T o, #v siufer o ymra arnfy stfafaaw, 1940 (1940 =7
23) #T T 26F F Tgd heT ATILAAT T AT g7 ATRTI TH ATHA AT AT TLRIE GIT A5T UTH
farrost afafa gy str=r it 7 ofF rEw 1 s, 2022 1 3 FAT 9% qAT ROE g qER B T B
off qua7 sirofer siw =ied yaras srfafaara, 1940 (1940 &7 23) it 9T=T 5 F qgT TS AT qoheTehl
HATZHE dTE o A= qifd g T&qd Ra1E 9% agaid <6 il




