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ey 3 TRA FedTor HIETEy
(Fameey ST TREm e fasm)

CIPECET
S faoetY, 2 57, 2023

FT.3M. 2394 (37).—STa Tk hg TLHTT 7 SHUTY T AT ATRT Afafaam, 1940 (1940 F1 23) #H¥
ST 267 FTT Y& TRl T TIRT F2d g0 A19E ITANT  forw Aagerss + Iafeme Reaufiee
rert # AT g SIS ATt 24T & fasht gq Amaior, et o fEawr #i1 =t 10 91+, 2016 %
AT o IS, STFTLTIT, AT |, @ 3(ii) & TRTiAT Aferg=er ar.am. 712 (1) F Jgd Jfarusg FFm

AT AR, AT IFAT ~ATATAT g7 2017 Fit [Ffaer srfrer sear 22972, wa &9 3w o+
TATH FESTT orfiee & o & a1 § o9 15 fesee, 2017 ¥ o %o ® o o f[gen & et §
ST FTAT % ATT-T7T Tg 3@ Fd g0 o6 15 THRSHT 5| daer § 1988 & Ugel ATAITGT &I T araT
RT3 o1, ¥F A, AT 98 VAT ARl B, af 90 Y ' = # g@wdr g & Faita gaE
et S8 1988 & yger ATsH g fom AT o, # siutyr siv yaree arnft srferfa=m, 1940 (1940 =1
23) #T I 26 & dgd (hel STELAAT T A0 AT AU TH A il AT TLHT FIT T15d THh
farerost afafa gy sti=r it 7 o Srew 1 s, 2022 v 36 7aT 9% Fut RO Fg qvR i I
off TAT ofrafer sfiw |ied y\re" A=, 1940 (1940 F7 23) T 9T 5 F qEA TS AT T Al
AATZH AT o fareras aiafa grT yeqa e a2 agatd =16 il
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S = PO e e M e e 1 R s e e £ e e 2 A K B e ol 1 e £ B o B
TREET | TAME0 % O S onfie I J9ham g1 SHIOT ATqH SAied §, Sroid sy Sared qrntt
srtertaae, 1940 FT 9T 26% & qgd 38 UheEl & fataaior, fashr a1 fFawor av aiaee e sraeT+ 2
SUATE * AR H, AOAT | FAT & R oAty ® v gq At ar wiaey o saamta 3=
ATTET qE1 81 TACNT, &T=T 26% F dgd ae Siavrer fohw s it fRrwrfeer i Sreft 21

AT Sath faroras afafa i oo Toehl TATZHIL TS i AT F LT 9T, % TR 39
T & TqF g T 397 ¥ SAfeq § A START & o0 3<6 @ar it fahl & forw fafastor, @ o Haer =
sTaae o ATeAH & a0 F3A7 saes 3T aH/= g
AT, e, AL AL, T ¥ TRATY FAT0 Hamed (Ve T afiare Fwegmor fam)
FTRT TTA o TSI, ST, 90 |1, @ 3, IT-T< (i) H TR ATER=AT Feq7 1.3, 712 () foqi®
10 HTH, 2016 & ATAFAT H I A= FIATT 37T Sier Tl TATGHIL dTS hl (RIS AT 9T
AT SOt qoAT Higd T At=ag, 1940 (1940 1 23) F¥ &7 265 FIT Ta<T Il T TTNT FLd
TU, %% avE MageTEs + Iateme Raaas et i Fisa g §3ee aret @41 & qea
IUART % forw fersht & forg fafawor, fesht = fAawor 9= qowrer w9ma § T St gl
[T, &. X.11035/53/2014-STTHREET (WHT-1V)]

SATYAT TeATaF, HI<h araa

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2394(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 Nimesulide+ Paracetamol dispersible tablets vide notification number
S.0.712 (E), published in the Gazette of India, Extraordinary, Part 11, 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 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. 712 (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 Nimesulide +
Paracetamol dispersible tablets with immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-1V)]
ARADHANA PATNAIK, Jt. Secy.
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srfergET
% faeett, 2 57, 2023

T, 2395(3T).—Taleh g TLHTT 7 AT T e+ Tt Tfafaaw, 1940 (1940 7 23) F¥
ST 26% ZTXT T&< ARRAT T TART F3d g0 71 STANRT & o7 THIFEN + SHgF & [ied gars
TS arelt 74T & st gq Ao, et s fAaeor & w10 919, 2016 F wd & e,
SETLTIT, AT I, T 3(ii) H TRTIAT SATEG=AT F1.37. 777 (1) F dgd s B

A SAaleh, AT IFAH =ATATAT ZIT 2017 Fit =i srdier | 22972, awa 79 i o+
TATH HTET forfiee 3fiv o= & Arae § f7h 15 fRgee, 2017 % v+ oo o oo 7o f[Een & anetrs &
T FTAT % FATT-T7T Tg 3@ Fd g0 o6 15 THREHT 5raeh Faer § 1988 & gl ATHITGT &I T araT
TFaT T o1, ¥ ", Afg g VAT "Aedl 8, v 90U 'Y ¥ 9= w7 g9wdr g o Faita g
TareEt, S8 1988 & 9ger ATsHg T AT AT, F futy ofi¥ yo e avnit srferfa=m, 1940 (1940 =1
23) T T 26% & qgd el FTELAAT AT A0 AT AU TH AT il AT TLHT G A5 TH
farerost afafa gy sti=r it 7 ofF Rrew 1 s, 2022 1 396 Fa7 9% quAt RO Fg g i aw T B
fT T oty i |icd JaTea ATaf=aw, 1940 (1940 FT 23) #F¥ &7 5 F TEd (ST AT THeTehT
qATZH AT o A= Fiafd g J&qq 9 9 Hgatd o< |

e srate, faous afbfa 7 e #i off & =0 TwESHEr #§ aree gewi #w Fl AT
it A1 g oY UHSIE | SEmE1 & e S orfae g1 9hal g1 SHfiU AT S9ied §, sirafer v
SHTE AT STterfeae, 1940 FT a7 26F & dgd 39 UheEl & fatwir, faet a1 fFaer a7 aihaey
FTET AELTF | STYH 6 AT H, TAWAT § 9T 6 et I T 6 START gq A== a7 aidaer &t
AATT AT ATIET Al gl THT, I 26% F qgd Hhael Trauer o ST it FRrprer 7 S 81"

e e fareras affa sfi sy aaediht aargHe are it RErfer F e 92, % 9 39
T & TqC g T 397 § SAiead § A SUART & forw 36 @ar it faht & forw s, f@efr o Haer =
sTaae & ATedH & AATAT FIAT Aa9TF ol FHHE A gl
THTNT, 3T, WIXd TR, TATEST ST TRATY FeATT HATAT (FATES 3T TIRATT FHedTor {or9TT) FIT 91
& TSI, AT, AN ||, T 3, IT-GT (i) § THAT ATEL=AT H&AT |1.37. 777 () &=+ 10 71+,
2016 = SATHAT § I FOus AATT T e TawArhl TATZHIT dTS sl RIERILT AT 9¢ 3T
sirofer T |ied yHTee ATSHaw, 1940 (1940 F7 23) it 9T 26%F FIT Y& ARRAT T TINT Fd g0,
FF TR THIFERA + AHGHFA il [AT2q g F41e aret 241 % "ea 39T & forw fosfr & forw
fafawtor, fesft =7 faawor % TehTel T9TE 7 TF AT 2l
[, &. X.11035/53/201 4-ST TRt (TWT-1V)]

STYAT TeATaF, HI<h araa

NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2395(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 Amoxicillin+ Bromhexine vide notification number S.O. 777 (E) published in the
Gazette of India, Extraordinary, Part 11, 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;
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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.0. 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.

[F. No. X.11035/53/2014-DFQC (Part-1V)]
ARADHANA PATNAIK, Jt. Secy.

ST
< faeet, 2 54, 2023

FT.3M. 2396(37).—STah g TLHTT « SHUT T AT AR A=, 1940 (1940 F1 23) #H¥
ST 267 FTIT T& ATRRAT T TART F2d g0 9 ITTNT % o0 BHiewiersd + THYsha  [fda goe
AT arert gar & Tt gq Ao, et sie fEaer & fGa® 10 919, 2016 F 9a & eI,
SETLTIT, AT I, T 3(ji) H TRTIAT SATEE=AT F1.31. 789 (31) F dgd VAU |

AT Aaleh, AT IFAH =TT ZIT 2017 Fit =i srdfier wear 22972, awa a9 {7 o=
FATH Hreere forfies 3w o & 9raa | fR=ie 15 fReew, 2017 F 3o+ Saor § fRw aro f[gern & o o
T FTAT & ATT-T7 T I Fd gU [ 15 THRSIHT [oreeh dael § 1988 | qgel ATHIST I HT I1aT
T ar o, ¥ ", Ffe gy TET =Tedt g, a1 AU B § 9= w2 awdr g o Rutia e
Torrr, & 1988 & uger ATsE AT 3T o, F iy oiv yerye avft srfafaa, 1940 (1940
23) #T T 26F # Tgd (el ATILAAT T A0 gHAT AU TH ATHA Fhl AT ALHT FIT A5 TH
fereros T g=T Str= &t T2 off e 1 319@, 2022 F I T4T 9¥ AU RATE g TER1E Al TE&T 0l
ff qAT ofrofer sfiw "ied yaras Afafaa, 1940 (1940 #7 23) #¥ 9T 5 F qET TS AT TR TRl
TATEHIT A1E o TA9as FHTT g Joqa RAIe 9% qgHid 246 #l|

e srate, faaus afafa a e fit o & <7 TwESrEr #§ aree Jewi Fw A AT
Af=reT wgt 8 oY URSTE § A forw Sfew onfier 21 9T g1 THfeiy AT Seied |, Sufd oY
TETET AT AT, 1940 FT 9T=T 26% & dgd =9 UESHl & famwror, foeht a1 e o wfaeas
FTET SA9TAF 5| ITAH & ATl |, ARET 7 F47 F 7T 7 g6 % I gq Afagse ar afaae &
AATT AT SATAERT q51 gl THOT, &7 267 F qgd Faet Sraver fohw e 7 e it St g1

T Sath s afaf ST Sl Toe ehl TATZHILT TS 0l RN F YT 9T, g TR o0

T & TqE g T 397 § Sieaq § A9 START & forw 3<6 @47 it faht & forw fafamtor, faft o fHaer =
sTaaed = ATeaH & EHaH T F7A7 saeds i T = g

THTNT, 3T, WIXT TR, FATEST ST TRATY FeATT HATAT (FATEST 3T TIRATE FedTor {9 ) FIRT 91
& TSI, AT, AT |, T 3, IT-GT (i) T THAT ATLAAT H&AT F.3. 789 (31) A= 10 71+,
2016 = SATFAT § I FOUT AATT T e THAT TATZHIT dTS sl I F AT 9T 3T
sirofer T |ied s ATAHTw, 1940 (1940 F7 23) it 9T 267 FIT Y& ARRAT & TIN Fd g0,
% ALEH HIehIETST + TRAS it [ g @aee areft @37 F /e 3w & fow faf # oo
farfator, fesfht =7 fEaaor % qeTer 9T & TF AT B

[T |. X.11035/53/2014-ST0HFTHT (FTT-1V)]

ATCTYAT TeATIF, HIH qF=a
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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 11, 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 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 Pholcodine +
Promethazine with immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-1V)]
ARADHANA PATNAIK, Jt. Secy.

CIPECEL
S faoett, 2 57, 2023

FT.3M. 2397(37).—STah g TLHTT 7 AT 3T AT ATRT TfafazT, 1940 (1940 #71 23) #H¥
ST 267 ZTT T& ARRAT T TN Fd g0 A9 START % o0 FAChR AT Afrge + S o
+ TRATHATAT + SHIAIH FAE + A=A [T g dFree aret gar & faeht gq A=, &
S faawor &7 f&qi® 10 979, 2016 F AT & TSI, AATIR, AN |, @ 3(ji) H FHiera Areg=ar
FT.97. 869 (31) F dga wiatug &

AT Aaleh, AT IFAH =ATATAT ZIT 2017 Ft =i srfier |@ear 22972, awa 79 37 o+
TATH THrEee forfies 37 oy & 99« | o= 15 fReew, 2017 F o+ Faer § fRw ro f[gen & s o
T FTAT F TTT-TT qE I Hd gU [ 15 THSIHT [oreeh dael § 1988 | Tgel ATHIAT I HT IraT
RT3 o1, ¥ AR, Afs g VAT FATedl B, a7 90 Y ¥ 9= w7 g@wdr g & o Faita g
Tt o 1988 & qger ATeae AT 747 o, #v siufer o ymra arnfy stfarfaaw, 1940 (1940 =7
23) #T T 26F % Tgd heT ATILAAT T AT g1 ATRTI TH ATHA AT AT ALRIE GIT A5T UH
farrost wfafa gy str=r i 7 ofF SrEw 1 s, 2022 1 3 FA7 9% qAT RO g g B Tw{d
off qua7 sirofer siw =ied v srfafaara, 1940 (1940 &1 23) it 9T=T 5 F qgT TS AT Tohetehl
HATZHE dTE o A= qifd g T&qd RO1E 9% Fgaid <6 il
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AT wafF, Fows afafa F fremer 6 of & "=o oSy | ofie gewt #r Fre aoutew
sif=rer 781 2 o TSR # ZEmi o forw s enfaer g7 ahar 31 TEiT s S=iEd |, st i
TETET AT AT, 1940 FT 9T=T 26% *F dgd 39 UERSHT & fat=wror, feeht a7 fFaer v wfaeer
FTET ST 5| ITAH & et |, UREAT F 747 F 7T fF g6 % 39 g famse ar afaae &
FATT AT ATAETT Al gl THNT, €T 26% F qgd hael Traue 3 ST it fRreerfer £ STt 81"

S STateh Teras AT T Sl T il TATEHIT a1S il [RIRITLL 6 e 9T, 65 qLne 39
TJTT & FqE g T 397 ¥ SAfeaq § A START & o0 3<6 @ar it fahl & forw fafasto, fBehr o Haer =
sTaae o ATeAH & a0 F3A7 saes 3T aH/= g

THTNT, 37, WTLd TR, FATEST ST TRATE Fed T HATAT (FATES 3T TIRETT FHegor {39 ) 1T 9
& TSI, AT, AT |, T 3, IT-GT (i) § THIAT ATALAAT H&AT F.30T. 869 (31) = 10 714,
2016 * SATEHAT H Ih TAATT AT T ST TheAThl TATZHIT dTE il (BTN o AT 9T 37T
sirrfer T |ied yaTee AfAHaw, 1940 (1940 F7 23) it g 267 FIT Y& ARRAT T TINT Fd g0,
FF AR FATCHAATST HIAUE + SHEAIIRET + TATHATEA + JHIMIH TS + 3 i [fsra
GIIF TS ATAT TAT % A9 ITANT o (o0 fasht # oo f@f=wtor, fasfr ar e = Jome g9 § 3%
FRTAT B
[T, 7. X.11035/53/2014-F0FF T (WFT-1V)]
AT TeATaIF, HI<h araa

NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2397(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 Chlorpheniramine maleate + Dextromethorphan + Guaiphenesin +
Ammonium Chloride + Menthol vide notification number S.O. 869 (E) published in the Gazette of India,
Extraordinary, Part I1, 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. 869 (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
Chlorpheniramine maleate + Dextromethorphan + Guaiphenesin + Ammonium Chloride + Menthol with
immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-1V)]
ARADHANA PATNAIK, Jt. Secy.
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srfergET
7% e, 2 51, 2023

.31, 2398(37).—STa{eh g TR o ATTTEr T TETe ARt stfarf==w, 1940 (1940 =7 23) Fr
T 267 FIT Y& AR T AN F4d g0 AT STANT F o7 eI ChAuTa Aforue + Fid R &
fAtera g @S arett @ar % fashy gq fAfawt, feefr s fAaeor v it 10 91+, 2016 F wed *
TSI, AATLTET, AT |1, & 3(ii) H TeRTira sTierg=er 1.9, 909 (37) F dgd viaiug fram

AR Saleh, AT IFAH AT ZIT 2017 Fit =i srdier \ear 22972, awa a9 {7 o=
FATH FTE oS T o7 & ATHe § f2qi 15 fedaw, 2017 F sa= e § f2w 1o fRgert & srers o
T FTAT % FATT-T7T Tg 3@ Fd g0 o6 15 THREHT 5raeh Faer § 1988 & gl ATHITGT &I T araT
FFaT T o1, ¥ ", Afs g9g VAT Aedl 8, v 90U 'Y ¥ 9= w7 gwdr g o Faita g
et S8 1988 | 9ger ATsHg T AT AT, F Sfuty ¥ yora avRft srferfe=m, 1940 (1940 =1
23) T T 26 & dgd (el ATEAAT T AU AT AU TH A il AT TLHT G TS0 TH
farerost afafa gy sti=r it 7 ofF Rrew 1 s, 2022 1 396 Fa7 9% quAt RO Fg g i aw T B
fT T oty i |icd JaTea ATaf=aw, 1940 (1940 FT 23) #F¥ &7 5 F TEd (ST AT THeTehT
qATZH AT o A= Fiafd g J&qq RUIe 9% qgafd o< il

e srate, faaus afafa « Ao 6 off & =9 TwEStEr § aree gehi Fw AR AuieT
=T TRl g ST UHRSIET | SHEI & (o0 SAEH e g1 9hal gl SHfU AT SHied |, Srafer v
TETET AT AT, 1940 F 9T=T 26% & dgd =9 UHsHl & farwror, foeht a7 e % wfaeay
FTHET ST | STAH & ATl |, URET 7 F47 & 7T AT Joh1e % I gq Afaawe ar afaaer &
AT AT SATAEG q51 gl THT, &7 267 F qgd Fad Srauer oy e =it frerfer it St 21"

AT Sath froras afufa o oy Tl TATZHTE 1S T T F e 9%, Fx GCh 39
T | §qL ¢ T 397 § SARa & A9a ST F forw 36 @@ i fsht & forg fafastor, e s e o
Tare & ATeAH & AAT8T FEAT Aa9T oY aH =1 gl

THTNT, 3T, WIXd TR, TATEST ST TRATY FeATT HATAT (FATES 3T TIRATT FHedTor {or9TT) FIT 91
& TSI, AT, AT |, T 3, IT-GT (i) § THAT ATALAAT H&AT F.3M. 909 (31) =i 10 77+,
2016 = SATIHAT § I FOus AATT T e TowAhl TATZHIT dTe sl I F e 9¢ 3
sirofer T |ied yHTee ATSHaw, 1940 (1940 F7 23) it 9T 267 FIT Y& ARRAT T TN Fd g0,
% TR FACHAATE AAUE + FISH R F7 [fEa g 99 areft a7 % 99a 3990 & fow
ot % forw fafawtor, fasht = fEaor ux aerrer T91a & T AT 2l

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

ATTYAT TeATIF, HIH aF=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 11, 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.0. 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-1V)]
ARADHANA PATNAIK, Jt. Secy.

ST
s faeett, 2 9, 2023

FT.3M. 2399(37).—STah hg TLHTT  SHUT T AT AR ATATA=TH, 1940 (1940 F1 23) #HY
T 26% FRT T& ARFAT FT AN Fd g0 AEET START & o0 SiAas FAse + SiAgHdi +
SIHRHACET & 3T gars Sare arett 24T & et gq fBfamto, &5 siw g #1 9 10 914,
2016 AT % T(STI, AT, T ||, @ 3(ii) H THRIAT SATFAAT .3, 922 (37) F q2d Ad UG
o

AT SAaleh, AT IFAH =ATITAT FIT 2017 Fit =i srfier | 22972, awa a9 {7 o+
FATH Hreere forfies 3w o & 9qraa | fRFie 15 fReew, 2017 F 3o+ Saor § fRw aro fRgen & o o
T FTAT & ATT-T7 T Io@ Hd g0 T 15 THRSIHT [oreeh dael § 1988 | qgel ATHIST I HT IraT
RT3 o1, ¥ AR, AfQ 98 VAT ATedl B, ar 90 Y ' = # g@wdl g & o Fuita g
Torrr, & 1988 & uger ATsE o 3T o, F Awfy &iv yerys avft srfafaa, 1940 (1940
23) #T T 26F % Tgd (hel ATILAAT AT AT gHAT AR TH ATHA Hil AT ALHIE GIRT AST TH
freros |afefT gT St= &t T2 off e 1 319, 2022 F 3 FaT 9¥ AT RIS g TR Al T&q 0l
ff qa7 sirofer siw wied yaras stfafaaa, 1940 (1940 #7 23) T o7 5 F qET TS AT TR TRl
AATEHIT A1 o TA9TS AT GT o AIe 9 qgHid oAk il

e srate, fEows afufa 7 ferer #i off & =0 TwESET |§ aree gewi # A AT
it AT g ol UHSTE | ZEmi o forw S oo g7 9haT g1 SEiT ST S9ied H, st $iY
TETY AT AfAaaw, 1940 FT 9T=T 26% F dgd 39 TSl & fAf=wtor, fashy ar fAawr v wfaeer
FTHT SAAF g1 ITYH 6 ATl |, AREAT 7 747 & et 7 J6e F I gq faawe ar afaae #
AATT AT ATIET Al gl THT, T 26% F qgd hael Trauer oy ST it frewrfer 7 St 21"

S Tateh Teras ATT T Sl T il HATEHIT a1 il IR % e 9T, 65 J3hE 39
T & TqC g T 397 § SAieaq § A9 STIART & forw 36 @ar it faht & forw fafamtor, f@ft s Haer =
sfaae = ATeAw & fAfFaw e Fea7 sfaedsh i aH = g

=qforT, 37, ATLd T¥aT, TATEed 3T TRETe FedTo T (FTaTeeT 3T 9T swearor f&am) g aa
& TSI, AT, AT |, T 3, IT-GT (i) § THAT ATALAAT H&AT F.3AT. 922 (37) T 10 774,
2016 & srferrmor § 3<% faows afafa o sioy qaereht aorgse ae $it Rerien & smem 97 siv
ST TAT |G AT ATAFH, 1940 (1940 FT 23) T €T 26F FIT T& ARRAT T TIRT Fd 8O,
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3 AT AT FAIEE + AAGHAT + SHrAhT 6 [fd gos e+ aret’ 3a1 F awa
ITT & forw fosfy o foro fafamtor, fasht = fBa=or o2 aerer wama & e ot 2

[T &. X.11035/53/2014-STTHFTHT (FTT-1V)]
ATCTYAT TeATIF, HIh qraa

NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2399(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 Ammomium Chloride + Bromhexine + Dextromethorphan vide notification
number S.0O 922 (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 (i), vide number S.0. 922(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 Ammomium Chloride +
Bromhexine + Dextromethorphan with immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-1V)]
ARADHANA PATNAIK, Jt. Secy.

EIELCET
% faeett, 2 57, 2023

FT.3M. 2400(37).—STa Tk Fg TLHTT 7 AT 3T AT ATRT Az, 1940 (1940 F71 23) #H¥
ST 267 FTT Y& ATRIT T TN F2d g0 AT STANT o0 Sragaeia + SHRiThT + ST
FAEE + WA & [fSq gas g9 aret @ar & fasht gq Efamirn, @ s Gawr @ G
10 AT, 2016 & AT & TSI, STETATT, 90 |, @< 3(ii) § T ATILAAT F1.3M. 926 (31) F T
stafug

AT Saleh, AT IFAH =ATITAT ZIT 2017 Fit =i srdier |ear 22972, awa 79 37 o+
TATH HrEee forfies 37 o & 919« | o= 15 fReew, 2017 F o+ et § fRw ro f[gen & o o
T FTAT F TTT-TT A I Fd gU [ 15 THRSIHT [oreeh dael § 1988 | Tl SATHIAT g HT raT
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T T o, ¥ v, Ffe ag UET Aredr g, a1 v By § 9= w2 awdr g o Ruiia gws
TorsrT, S 1988 & uger ATsH| AT 3T oT, F iy oiv yerye araft srfafaae, 1940 (1940 #
23) #T T 26 % Tgd (hel ATELAAT AT AU gHAT AR TH ATHS I AT AR GRT A6q UTH
frerast afafa gy str=r it 7 off | 1 o1, 2022 7 3T FAT 9T AT A1E Fg TR T Dl
off qAT ofrafer sfiw wied vt Afafaaw, 1940 (1940 F7 23) T 9T 5 F qEA TS AT TRl
AATZH AT o fF9ras afafd g y&qa Rure a2 Fgatd =< 6l

e srate, faous afufa 7 e i off & =0 TwESEr § aree gewi #w Al AT
df=rer wE1 8 oY URSIE § ZEml F forw Sifew onfier 21 At @)1 satery s Sefad 7, Siufy i
TETET AT AT, 1940 FT 9T=T 26% *F dgd =9 UERSHT & fat=wror, feeht a7 fFawer v wfaeer
FTET ST | ITAH & At &, AREAT 7 747 F 7T fF g6 % 9= g famse ar afaae &
AT AT ATIET Al gl THAT, T 26% F qgd Hael TTauer o ST il [ErRTer 7 STt 81"

AT Stafen oSt afffa oY ooy Tae el TATEHIT a1 il TRl & AL 9T Hg LT o0
T & TqE g T 397 ¥ Sfeaq § A\ START & forw 3<% @ar it faht & forw fafamtor, fE@efr o Haer =
siaaed = ATea & EAfHaHT F3A7 saeas T 96— g

AT, 3T, T TR, FATEST ST TRATY FedTT HATAT (FATEST 30T TIATT FegTor {9 ) g7 91
& TSI, STETETOT, AN |, @€ 3, IT-G< (i) § THAT ATIGAAT H&AT .M. 926 (37) i 10 774,
2016 * srfersFwor § 36 faorus afafa o oy qaerehl TdqTghte are H REriern & e 97 8w
Sirofer T Higd SHTee AfA=aH, 1940 (1940 FT 23) i €T 26%F FIIT T& ARRAT T TIRT Fd g,
FF ALER TR + SEEHTIET + AHINIT FARNGE + A7 6l 5 gad 99 aret a1 %
HTEE ITANT & fory fasht 6 forw Afamtor, f&eht 37 fraeor 92 aormer 79 & O a9 2

[T, &. X.11035/53/2014-STTHFTHT (FTT-1V)]
STYAT TeATaF, HI<h g

NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2400(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 Bromhexine + Dextromethorphan + Ammonium Chloride + Menthol vide
notification number S.0. 926(E) published in the Gazette of India, Extraordinary, Part Il, 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.
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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. 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-1V)]
ARADHANA PATNAIK, Jt. Secy.

CIBLCET
7% e, 2 51, 2023

F.3MT. 2401 (37).—STa (e g TLHIT AT T AT AR ATAF=TH7, 1940 (1940 F1 23) #HiY
ST 26F T Y&« AR T TN F3d g0 A19d START oIy ST + T AT +
TREATHA AT + FHIAAH FAIEE 6 [H12q GIF GASIT ATl 4T & feeht gq At @ s fEawr
& fadT® 10 719, 2016 = A 6 TSI, AATEIT, 907 1, @< 3(ii) H T STTeg==r .37, 930(31)
& qea gfafua B

AT Aaleh, AT IFAH =TT ZIT 2017 Fit FiEe srdier "@ear 22972, 9wa a9 {7 o+
FATH HIESY [THeT 3T 37 & A8 § faqt® 15 fawaw, 2017 % o+ Fae § & 10 Qe & e o
F FTAT & GTT-T7 qE I Hd gU [ 15 THRSIHT [oreTeh dael § 1988 | qgel ATHI AT I HT I1aT
RT3 o1, W% A, AT 98 VAT FAMRdl 8, ar 90 Y ' = 7 g@wdr g & o Faita g1
et S8 1988 | 9ger ATsHg AT AT AT, F Sfutd ¥ yH e avnRit srferfaEm, 1940 (1940 =1
23) #T T 26 & dgd (hel ATELAAT AT AU FHAT ATRUI T ATHA i AT TR GRT A1ST TH
freros T g=T St= &t T2 off e 1 319@, 2022 F I FaT 9¥ AU RIS g qER1E I T&q 0l
ff qAT ofrofer sfiw "ied yaras Afafaaw, 1940 (1940 #T 23) T &7 5 F qET TS AT TR TRl
HATZH dTe o [F9rus gfufd g J&=qa Rie a2 agatd =16 i

s satw, fFous afafa T e & of & w0 twRSEl § oo gewt #7 FE aWtew
siiferer 721 € ofie Ut § ot % foro strfew enferer g1 @ear 81 zatery s sia ®, shafyr sie
TS AT Sterfeas, 1940 FT a7 26F % dgd 39 UReEl & farwior, f&eft a1 fFaer a7 gihey
FTET SAAF g1 ITYH 6 A |, AR F 747 & et o Jo6e F 37 gq faawe ar afaae #
AATT AT SATAERT qE1 gl THOT, &7 267 F qgd Faet Sraver fohw e 7 e i sy 21"

S Tateh Teras ATT T Sl T il HATEHIT aIe il [RRITLT 6 e 9T, 65 J3hE 39
T & TG g T 397 § Siea & AWa SUART # forw 3<% @ar iy fasht & for fawtor, f&efr s B =
STaae o ATeAH & B a0 F3A7 aeds 3T aH/=1 gl

THTNT, 3T, WIXT TR, FATEST ST TRATY FeATT HATAT (FATEST 3T TIATT FedTor {9 ) T 91
& TSI, AT, AT |, T 3, IT-GT (i) § THAT ATEG=AT HeAT F.3. 930 (37) e 10 77+,
2016 & srferspmor § 3<% faors afafa o oy qoereht aodTghte e Hi RErien & e 97 i
STt ToT Higd SATe ATA=FH, 1940 (1940 FT 23) &l €T 267 FT & ARRAT T TART Fd g,
FF ATEHTY STFETAAITHT + FANBALATST + TATHAET + ST FAES F1 [id g g9
ATAT TAT o qAE ITANT F forw foshy * forw fafawmtor, fasht = fEawor a2 acrrer sama & e ot 2|

[T, |. X.11035/53/2014-ST0HFTHT (FTT-1V)]

ATCTYAT TeATIF, HIH qF=a
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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 Il, 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-1V)]
ARADHANA PATNAIK, Jt. Secy.

CIPECEL
S faoett, 2 57, 2023

FT.3M. 2402(37).—STa Tk Fg THTT 7 AT 3T AT ATRT Az, 1940 (1940 #71 23) #H¥
ST 267 FTT Y& TRl &1 YART F3d g0 A ITANT o o IrfRe™ e + sAgadie + SsamaasT
+ FAUARAHATST + [ATHAEA & [T g G areit 4T & fashl gq fatawr, & s g
T e 10 AT, 2016 3 AT o TSI, AT, AN |, T 3(ii) § THTAT ATEG=AT F1.37.977 (31)
% qgd Wratusg &

AT Aaleh, AT IFAH =TT ZIT 2017 Fit Ffaer srfier |ear 22972, awa 759 37 o+
TATH THrEee forfies 37 oy & 99« | o= 15 fReew, 2017 F o+ Faer § fRw ro f[gen & s o
T FTAT F TTT-TT A I Hd gU [ 15 THSIHT [oreeh dael § 1988 | Tl ATHIGT g T IraT
RT3 o1, ¥ AR, Afs g VAT FATedl B, a7 90 Y ¥ 9= w7 g@wdr g & o Faita g
Tt o 1988 & qger ATeae AT 747 o, #v siufer o ymra arnfy stfarfaaw, 1940 (1940 =7
23) #T ITRT 26 % Tgd hel ATALAAT T AT gHAT AT TH ATHS AT AT AR GIRT AST UTH
farrost wfafa gy sti=r i 7 ofF SrEw 1 s, 2022 1 39 FAT7 9% quAT RO g g i Twqd
off qua7 sirofer siw =ied v srfafaara, 1940 (1940 &7 23) it 9T=T 5 F qgT TS AT TR Tl
HATZHE dTE o A= qifd g T&qd RO1E 9% Fgaid <6 il
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AT wafF, Fows afafa F fremer 6 of & "=o oSy | ofie gewt #r Fre aoutew
siferer w81 2 o TSR # ZEmi o forw s onfaer g7 ahar g1 THiiT Sy S_ied §, st i
TETET AT AT, 1940 FT 9T=T 26% *F dgd 39 UERSHT & fat=wror, feeht a7 fFaer v wfaeer
FTET ST 5| ITAH & et |, UREAT F 747 F 7T fF g6 % 39 g famse ar afaae &
FATT AT ATAETT Al gl TN, €T 26% F qgd hael Trauer o ST it fRreerfer £ St 81"

S STateh Teras AT T Sl T il TATEHIT a1S il [RIRITLL 6 e 9T, 65 qLne 39
T & TqE g T 397 ¥ SAfeaq § A SUART & o0 3<F @ar it fahl & forw ferf=eion, f@ehr o fHawr =
sTaae o ATeAH & a0 F3A7 saes 3T aH/= g

THTNT, 37, WTLd TR, FATEST ST TRATE Fed T HATAT (FATES 3T TIRETT FHegor {39 ) 1T 9
& TSI, STETIT, 90 ||, @< 3, SU-GT (i) § TR ATSg=aT §&a1 F1.37. 977 () =i+ 10 #@74,
2016 * SATEHAT H Ih TAATT AT T ST TheAThl TATZHIT dTE il (BTN o AT 9T 37T
sirrfer T |ied yaTee AfAHaw, 1940 (1940 F7 23) it g 267 FIT Y& ARRAT T TINT Fd g0,
FZ ALEH UMTHSTHIA + STHEHNT + FASaAhsT + FAIGAIATST + TR AT 6l =ied g
AT Tt &4t & 79 39 & foru fasht & oo fBfagior, s a1 B o qome a9 & 9=
FRTAT B
[T, 9. X.1 1035/53/2014-@"‘{%@@ (ATT-1V)]
AT TeATIF, HI<h araa

NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2402(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 Paracetamol + Bromhexine + Phenylephrine + Chlorpheniramine +
Guaiphenesin vide notification number S.O. 977(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.0 977 (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 Paracetamol +
Bromhexine+ Phenylephrine + Chlorpheniramine + Guaiphenesin with immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-1V)]
ARADHANA PATNAIK, Jt. Secy.
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srfergET
7% e, 2 51, 2023

.31, 2403(37).—STa{eh g TR F AT T TEre Gt qfarf==w, 1940 (1940 #T 23) Fir
STT 267 FIXT Y& RAT FT TIRT Fd gU A9 ITANT & o7 AAGETHIA + Tt & [ gas
AT ATt @ar & fesht gq s, et sie fEaer & fGam 10 919, 2016 F 9a & eI,
SFETLTIT, AT |1, & 3(ii) H TRTIra stferg=er #1.39. 978 (37) F dgd Tiatug

A SAaleh, AT IFAH =ATATAT ZIT 2017 Fit =i srdier | 22972, awa 79 i o+
FATH FTE oS T o7 & ATHe § f2qi 15 fedaw, 2017 F sa= e § f2w 1o fRgert & srers o
T FTAT % FATT-T7T Tg 3@ Fd g0 o6 15 THREHT 5raeh Faer § 1988 & gl ATHITGT &I T araT
TFaT T o1, ¥ A, Afg g VAT FAedl 8, 90U Y ' 9= w7 g9@wdr g o Faita g
et S8 1988 | 9ger ATsHg T AT AT, F Sfuty ¥ yora avRft srferfe=m, 1940 (1940 =1
23) T T 26 & dgd (el ATEAAT T AU AT AU TH A il AT TLHT G TS0 TH
farerost afafa gy sti=r it 7 ofF Rrew 1 s, 2022 1 396 Fa7 9% quAt RO Fg g i aw T B
fT T oty i |icd JaTea ATaf=aw, 1940 (1940 FT 23) #F¥ &7 5 F TEd (ST AT THeTehT
qATZH AT o A= Fiafd g J&qa RIle 9% qgafd o< il

e srate, faaus afafa « Ao 6 off & =9 TwEStEr § aree gehi Fw AR AuieT
=T TRl g ST UHRSIET | SHEI & (o0 SAEH e g1 9hal gl SHfU AT SHied |, Srafer v
TETET AT AT, 1940 F 9T=T 26% & dgd =9 UHsHl & farwror, foeht a7 e % wfaeay
FTHET ST | STAH & ATl |, URET 7 F47 & 7T AT Joh1e % I gq Afaawe ar afaaer &
AT AT SATAEG q51 gl THT, &7 267 F qgd Fad Srauer oy e =it frerfer it St 21"

AT Sath froras afufa o oy Tl TATZHTE 1S T T F e 9%, Fx GCh 39
T | §qL ¢ T 397 § SARa & A9a ST F forw 36 @@ i fsht & forg fafastor, e s e o
Tare & ATedH & AATHT FEAT Aa97 T GH=1 gl

THTNT, 3T, WIXd TR, TATEST ST TRATY FeATT HATAT (FATES 3T TIRATT FHedTor {or9TT) FIT 91
& TSI, AT, AT |, T 3, IT-GT (i) T THAT ATALAAT H&AT FI.3M. 978 (31) A= 10 77+,
2016 = ATIHAT § I FOus AATT T e ToHAhl TATZHIT dTe sl I F e 92 37
sirofer T |ied yHTee ATSHaw, 1940 (1940 F7 23) it 9T 267 FIT Y& ARRAT T TN Fd g0,
TF AT AAGETHIA + SR 1 [AT2q G Sae ATl 4T & 9 d START & forw &t & o
fafawtor, fesft =7 faawor % TehTel T9TE 7 TF AT 2l

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

ATTYAT TeATIF, HIH aF=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.O. 978 (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.0. 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 Salbutamol +
Bromhexine with immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-1V)]
ARADHANA PATNAIK, Jt. Secy.

ST
s faeett, 2 9, 2023

FT.3M. 2404(37).—STa Tk hg TLHTT 7 SHUT T AT AWRIT A=, 1940 (1940 F1 23) #H¥
T 26%F ZIRT Y& TRdl H TINT FLd g0 AT ITAN & (o7 FANBAUHATST + HISiT HIehe +
e o & e g g areft =ar F s 2q ffawtorn, faf sz g i w10 914,
2016 = AT % T(STI, AT, T ||, @ 3(ii) H THRIAT SATEAAT .3, 983 (37) & qgd ATA UG
o

AT SAaleh, AT IFAH =ATITAT FIT 2017 Fit =i srfier | 22972, awa a9 {7 o+
FATH Hreere forfies 3w o & 9qraa | fRFie 15 fReew, 2017 F 3o+ Saor § fRw aro fRgen & o o
T FTAT F TTT-T7 T I Hd gU [ 15 THSIHT [oreeh dael § 1988 | qgel ATHISd I HT IraT
RT3 o1, FF AR, AfQ g VAT ATedl B, ar 90 Y ' = # g@wdr g & A Faita g
Torerr, & 1988 & uger ATsE o 3T o, Fr iy &iw yerys arft srfafa, 1940 (1940
23) #T T 26F  Tgd (el ATILAAT T A0 gHAT AU TH AT Fhil AT ALHT FIT A5 TH
freros |afefT gT St= &t T2 off e 1 319, 2022 F 3 FaT 9¥ AT RIS g TR Al T&q 0l
ff qa7 sirwfer sfiw =ied yaras sAfafa=m, 1940 (1940 &7 23) ¥ 9T 5 F qET TS AT TR TRl
HATZHE dTE o s qifd gRT T&qa Rre a2 agatd =<6 i

e srate, fEows afufa 7 ferer #i off & =0 TwESET |§ aree gewi # A AT
it AT g ol US| ol o forw s onfaer g1 9har g1 SEiU SqTIe Sqied #, sirafer i
TETET AR AfrfHEm, 1940 FT 9=T 26 F F dgd =H UwerE & AfFwtr, feeh 7 fFawer v aiaey
FHET SAELTF gl STYH o6 AT H, TWAT § FAT & Tohelt dT T o6 START g A HIHT I7 Sfarer hr
AATT AT ATAET Al gl THT, T 26% F qgd hael e o STer it FRreprer i S 81"

S Tateh Teras ATT T Sl T il HATEHIT a1 il IR % e 9T, 65 J3hE 39
T & TqC g T 397 § SAfead § AW SUART # forw 3<% @ar it faht & forw fastor, f@fr s Haer =
STaae o ATeAH & B HaHT F3A7 a9 3T aH/= g

=qforT, o7, ATLd T¥aT, TATEed 3 TRETe FedT0 HATAT (FATeeT 3T IR Fwearor f&am) g 9
& TSI, STETITO, 90 ||, @€ 3, SU-GT (i) § TR ATSg=a1 §&a1 F1.37. 983 (37) fa=i® 10 #74,
2016 & srferrmor § 3<% faows afafa o sioy qaereht aorgse ae $it Rerien & smem 97 siv
Sirofer T |ied yHTee ATSHaw, 1940 (1940 F7 23) Hit g 269 FTT T ARAT HT TINT Fd g0,
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FF AT FARNBATHATET + HIS Biehe + A7 g £ [fsa goes e art 791 & a9a
ITT & forw fosfy o foro fafamtor, fasht = fBa=or o2 aerer wama & e ot 2

[T &. X.11035/53/2014-STTHFTHT (FTT-1V)]
ATCTYAT TeATIF, HIh qraa

NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2404(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 Chlorpheniramine + Codeine Phosphate + Menthol Syrup vide notification
number S.0 983 (E) published in the Gazette of India, Extraordinary, Part |1, 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.0. 983 (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
Chlorpheniramine + Codeine Phosphate + Menthol Syrup with immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-1V)]
ARADHANA PATNAIK, Jt. Secy.

EIELCET
< fawetT, 2 579, 2023

FT.3MT. 2405(37).—STaTeh g TR o AT T TETeT Gt Afearf==w, 1940 (1940 #T 23) Fr
T 26%F FIT Y& ARRAT #7 TN Fd g0 99d 3TN & forw feiea + feeeiem aieaw %
At g 9o ATt &ar & fasht gq A, e s faer # G| 10 |91+, 2016 F 9ed &
TSI, STETETI, AT 1, @2 3(ii) § werrfora srferg=@r #1.3. 1028 (31) F T=a vfafug frm

AT Aaleh, AT IFAH =TT ZIT 2017 Ft =i e |@ear 22972, awa a9 37 o+
TATH HrEee forfies 37 o & 919« | o= 15 fReew, 2017 F o+ e § fRw aro f[gen & o o
S FTAT % ATT-T7T Tg 3@ Fd g0 o 15 THRSHT 5raeh daer § 1988 & Ugel SAqAITST g+ T araT
T T o, ¥ v, FfT ag UET Aredr g, a1 v B § 9= w2 awdr g o Ruiia e
et S8 1988 & yger artzHg foam AT o, #r siuter siv yeree arft srferfa=m, 1940 (1940 =1
23) #T oY 26%F % Tgd (el ATILAAT T AT g1 AR TH ATH HiT AT ALHT T A15d UHh
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farerost afafa gy Str= it 7 off | 1 o1, 2022 T 3T FAT 9T AIAT A1E FF TR T T Dl
off qAT ofrofer sfiw wied vt Afafaaw, 1940 (1940 F7 23) #T 9T 5 F qEA TS AT TRl
AATZHE a7 o fareras gfafa grT yeqa e a2 agat ==6 i

T srafe, fados afafa 7 e € o & g0 TwSET 7 w12 97mfes = 781 § 37
THSE | At & forw Sifer onfeer 21 avar 21 zafore =amas swiga ®, sirwfer o yemee arehy
srtertaae, 1940 FT 9T 26% & q8d 38 UheIEl & fatawair, fashr a1 fFawor av aiaee e sraea+ 2
SUYH & AR H, AN | FAT & el § TR & ITAN gq AFT9T a1 wiage & Sqafd &= r
TIERTT A1 81 TN, €T 26% F agd shaer giaver 3 st it frerfer £ srft 21"

A st fareras afufa siv sy aadihl aaTgHhe are it RErfer F e 9%, g 9 o9
T & T g T 397 ¥ Sfead & A SUART & forw 3<% @ar it fasht & forw s, e s Baer =
sfaaer & Areaw ¥ fAfaas F3A7 sraeas i aH/=" 2

AT, 3T, T TR, FATEST ST TRATY FedTT HATAT (FATEST 30T TIATT FegTor {9 ) g7 9
& TSI, ST, 90 |, @< 3, I9-T< (i) § TH1iaq Tfeg=er gear &3, 1028 (37) faqr 10 974,
2016 & srferFwor § 36 faorus afafa o oy qaerehl TdqTgahte are 6 REriern & e 97 s
sirofer T |ied yHTee ATSHIH, 1940 (1940 FT 23) Hit 9T 267 FIT Y& ARAT T TINT Fd g0,
Tz e fhaeiue + fhrareie aieay &t A2 geres 92 areft 391 & 919d ITINT & for fashr
& forg fafawor, fersft = fAaaor o= aohrer w91 & T Tt gl

[T, &. X.11035/53/2014-STTHREET (WHT-1V)]
STYAT TeATaF, HI<h araa

NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2405(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 Phenytoin + Phenobarbitone sodium vide notification number S.0. 1028 (E)
published in the Gazette of India, Extraordinary, Part 11, 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 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. 1028 (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 Phenytoin +
Phenobarbitone sodium with immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-1V)]
ARADHANA PATNAIK, Jt. Secy.
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srfergET
7% e, 2 51, 2023

FT.3M. 2406(37).—STa1h, g TLHTL  SAUTE T TETET AT Tafaae, 1940 (1940 T 23) #Fr
T 267 FTT T ATTRRAT FT TART Fd g0 FAMIH FAIZS + TISAA G156 + FATCHAUATRA Ao
+ A= (100 fRm. + 40 B, + 2.5 . + 0.9 fwm) |, (125 R, + 55 . + 4 fam. + 1 R,
(110 TRIT. + 46 . + 3 T, + 0.9 @) i< (130 . + 55 fwT. + 3 @, + 0.5 ) wr o 5
et oo fa=i® 07 fada 2018 & wd & TS9O, AT, 90 I, @< 3 (i), § THhree Aresg==r
TEAT FT.3T. 4411 (1) FIT FHord w7 fsqor areft sirwfert &1 7mea 3ot 2q feehr, fasfr e faaer &
oo fAafRmTor ax A o T = 8

AT Sk, AT F AT IFAH AT g 2017 Fir [Afeer srfrer "@ear 23405-23472 %
THIOT sree FeAr 2018 Y 600 H R 14.02.2019 F 3ra+ meer # fRu wuw [Agent ¥ et & wreq
TLHTT T 1o U fadrost afafy g arwer 1 st it 12 2, 5o 1 i, 2022 1 S<6 oy % "Jay
T g AT T AT LIS | i ot ve s arady srferf=ae, 1940 (1940 1 23) Fr ameT 5 %
ST TS ST Tohet 19 AATSHIT AT (AT HHTT FIT TG AT (X919 HZHT &l 4T 2

3T Starfer, faerwst |afefa ° Frerfer it off & “TwSHT § aqeat & o sfew arfee g1 996 g,
ST A=Al | 38 ThS 1 & (o0 &l e 7 siifercd gl g1 THIOT SATIE SA(ed § Sraie U Saree
AT AfaRTw, 1940 Ft g7 26F % (A d ST ATeadT § =8 THSTET & a0y, et a7 Fawr =
fAtrer T STAeAE g1 I T AT H T@d g, AT H Z4T 6 el AT T F 37 aq AfagaT
a7 wfay =T T8t g1 T, Fae 97T 26% F qgd (Aue i ferwreer it STt 817

S STafeh fareras afAfa oiie Sirofer aadint ToTgahi are i [FRIer & e %, g d3h 39
T & TG g 6 397 & Swfd | I =47 F 9a 3T F forw fashy, fashy siw faawor 3w foro ffamtor #r
gfaue Feeh Rt FEr a9 i gH=1T gl

qT, TATTT ATT LRI, TATES ST TRATT FATI HATAT (FATEST 3T THETE FedTor fodmT) 9
TSI, TETLTIOT, 91 ||, @ 3, 39-a< (i) § faa® 07 fAda< 2018 =v F1.3m. |. 4411(31), g THI{AT
T SATEHAIT X gU ITUH (AT AT T ST Tl TATEHIL AT T TR % ST T T
Aroter ST Tied T arRit Afaf=am, 1940 (1940 T 23) ¥ 41T 265 FTLT &< RAT T TR FLd
TU, F% OLEN UAERT Tl T9Td 8 AHITHIH TS + GIeaH qTece+ FAChAATET Ade+ AT
(100 31T, + 40 9. + 2.5 &wm. + 0.9 ™wm.) , (125 =T, + 55 [, + 4 & + 1 3, (110 .
+ 46 B, + 3 f{wr. + 0.9 ) ¥ (130 @, + 55 fwm. + 3 ff[m. + 0.5 fw.) i 5 waua Ry
£ Faa g e gl sttt o awe s F oo fosh, fosh a7 g 9w gfevg omm R
AT Bl

[T &. X.11035/53/2014-STTHFTHT (FTT-1V)]
STYAT TeATaF, HI<h araa

NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2406(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 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 vide notification number S.O. 4411(E) published in the Gazette of
India, Extraordinary, Part I1, Section 3(ii),dated the 07" September 2018;

And whereas, in light of the directions given by the Hon’ble Supreme Court of India in its order dated
14.02.2019 in the Miscellaneous application No. 600 of 2018 in Civil Appeal No.s 23405-23472 of 2017, 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;
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And whereas, the Expert Committee recommended that “there is no therapeutic justification for this FDC in
the above mentioned strengths 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 in the above mentioned strengths 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 I,
Section 3, Sub-section (ii), vide number S.O. 4411(E) dated the 07" September 2018; 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 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 with
immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-1V)]
ARADHANA PATNAIK, Jt. Secy.

ST
s faeett, 2 9, 2023

FT.3M. 2407 (37).—STa Tk g TLHTT 7 AT T AT qAWRIT, Afa=a7 1940 (1940 F1 23) #Hi¥
gIRT 26F FET T&T Rl T TANT Fd g0 WA 6 TSI, AATER, AT I, g€ 3(ii) § Tehriera

T, 4687(31) F Tgd AT ITAN & [0 AEqETHIT + BIES ATATSA R IThAATET (TETRISAATS) +
srgfae = fafamtor, fesft sie fEawor & forw farfamtor ax femis 07 frdaw 2018 =t Aty =9 T )

AT FETh, AT * AT IFAR AT 5T 2017 Fir [feer srdfrer 5ear 23405-23472 +
Tl srerET He T 2018 #it 600 # faAiF 14.02.2019 F = amaer # 2w wu Qe F aretrs § wd
HLRTT ZILT ATSd U et affta gy 7maer it = &t 1 g, a1 3191, 2022 F1 3 0 F qae
H o TR T AIAT OIS Gt 377 fafer ua e aredt tterf==s, 1940 (1940 FT 23) Fif a=T 5 %
ST ST ST Tohel 196 AATSHIL AT (AT HHTT FIET T AT (X979 HZHT gl T4T 2

i Starfer, farrast |fefa 9 frerfer it of & TwdeT & aqeat % o s anfee g1 a6 2,
ST A=A | T8 THRSTET % (o0 Fle e 17 if=rcd 7l g1 THeT SATIH SIqed | Siraid U THree
T sfafaa®, 1940 FT &7 26F & Savd I ATv=dl # 38 TR AT & f=wior, fashr a7 gz o=
AT FET a9aF | ST A AT H TEd gU, ANAT § ZaT & et 6T T % ST gq EAfaaae
a7 widerer 3t w2t 81 TAT, A 9T 26% F qgd Ao fi Arwreer i St g1

AT STath fers afffa siw siafdr aeeieh TargaTe ars it RTier F e e, g g 39
T | T g 6 397 F SAfd | I T47 F 99 ITANT F foru feaehy, fahy s fagwor & forw fafamior #r
Tfauer e Ao FEAT sraeas i aH= |

A, THATTT WL TCHTE, T 3T TRATE Fed 07 GATAT (T AT IRET Fodmor f3amr) sea F
TSI, ST, 9T 11, @< 3, 39-g< (i) § fami® 07 ffda< 2018 v av.3m.7. 4687 () TIXT THT{T
T SATEERAIT Fd §U ST TA9TS AIHTT ST STTE The 1ol TATSHIT dTe i (HRILLT o LT T 37T
Sroter S wied ToTe ARt fafa=rm, 1940 (1940 1 23) Y &T<T 265 FTT e R T T Fd
TU, F% TN UAERT Tt T9Td & Gregerid + gIg i uaTsa RaihdTsT (TErhredadrsT) +
AT & TTHE 6T Faq g &1 5t & forw e, et a1 ame s # o et i e
TATE F ST FT g

[T |. X.11035/53/2014-ST0HFTHT (FTT-1V)]
STYAT TeATaF, HI<h araa
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NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2407(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 + Hydroxyethyltheophylline (Etofylline) + Bromhexine vide
notification number S.0O. 4687(E) published in the Gazette of India, Extraordinary, Part Il, Section 3(ii), dated the
07" September 2018;

And whereas, in light of the directions given by the Hon’ble Supreme Court of India in its order dated
14.02.2019 in the Miscellaneous application No.600 of 2018 in Civil Appeal No.s 23405-23472 of 2017, 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 S.O. number 4687(E), dated the 07" September 2018; 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 Salbutamol +
Hydroxyethyltheophylline (Etofylline) + Bromhexine with immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-1V)]
ARADHANA PATNAIK, Jt. Secy.

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi- 110064
and Published by the Controller of Publications, Delhi-110054. et oms ;




		2023-06-02T22:26:44+0530
	SARVESH KUMAR SRIVASTAVA




