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ey 3 TRAT FeTor $ETE
(FaTeey iR g weamr )

Fgg=AT

T< fReett, 2 anred, 2024

FAT. 3285(31).— FalT TLHT FT Tg THTLTT 31 AT 9T {3 THISAS+ TioT+ TRIHATSAS+
Tfaeas+ stewr FAFRATAST+ AFRET+ d1aT- THIAST+ Fegaist+ ATZAS + AT+ FTEATST+ g Ahegarsi+
HToE STAEST+ TAFSST+ TU iofer 1 faa g g9 (B8 =8 d ok 999Tq THRSHT gl 747 8)
SUTRT F ATCAT T STEH I T TATAAT g STdTh 3h SHUTEN F LT [ahed I g,

ST FET HLHRT G A< U faerest afafa gy =7 /e 6 S 6 T o7 ST 3 Ao
A § =7 TR i aEE wT v

AT sfufer gt gaTgae a7 ot S TwRSIE it S i oft e e f oft & 2w
THRSHT | qfase Saadl &1 s e T =T Tl gl 0 URSHT F AISAT &l SITEH gl TFdT gl
qq: ATIF SATed H, Aol sfiv sware arnft sfafF e 1940 £ amr 26F F srefiw =z uwdieft &
fafamtor, e a7 fawor #1 afaver FEAT aea® g1 IIE &l &9 | Tad gu, At | et fF g
F ITART T AT <7 ATt et oft werre 1 faffawe =1 fRdes = 7281 § | 29t e g 26%
 a1efie e e v frrfer 7 STt 87

5117 G1/2024 )
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T ITH AL THAThT TATGHTL ATS hl IR o SATLT T, T TLRTL T TG THTLTT gF ST
o R o I Aty F aea 39T F oo A F oo Rt e eiw ffaeor =+ afafvg w9
gu =¥ faffatag Fear 5= R # sraea sie aefi=ne €;

AT T, FT FLRTE, SHOTer S qaree arft afafaaw, 1940 (1940 T 23) &t 4T 26% FIT
TET ATRRAT HT TART Fd gU, HFE ITART & 0 garsast+ MéisT+ IqaArsasT+ Jfaeasi+ e
AT+ AFeST+ ofleT- TEAa+ Goqas + ATRAS + AAAT+ AT+ grAFeIAST + HIeE
TS+ SaeS+ TUW 3iuTer o o & forw fafamior, e sfie faaer &t gia s & giaueg w3t 8

[®T. §. T-11035/53/2014-FTTHFTHT (ATT-1V)]
TSI TLTAA, AT (ATTA)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3285(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Amylase + Protease + Glucoamylase + Pectinase + Alpha
Galactosidase + Lactase + Beta-Gluconase + Cellulase + Lipase + Bromelain + Xylanase + Hemicellulase +
Malt diastase + Invertase + Papain is likely to involve risk to human beings whereas safer alternatives to the said
drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Amylase + Protease + Glucoamylase + Pectinase + Alpha Galactosidase + Lactase + Beta-Gluconase +
Cellulase + Lipase + Bromelain + Xylanase + Hemicellulase + Malt diastase + Invertase + Papain with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-I1V)]
RAJIV WADHAWAN, Advisor (Cost)

g

% feeety, 2 3red, 2024

T3, 3286(3H).— FxlT ALFHY HT A FTq qu1em g1 17 a2 o ghwet qrefmm erde+gar
HE Hothe Aoty A fAaq g g (5 9 7eaTa TSI gl 97 8) & ITART § Feat &l
STITH B 7 HHTEAT § STl 36 (e o qiarq fased 3T &,

T, FET AR FIT Ak Ua 9w aiafad g = 7 & 9= it 1 o7 o 3w Fews
AT T =28 THSTHT T TS AT 9T,

AT, AOfer ATl TATERE a1 7 off 36 UHSHT 67 = FiT off 3w Rrerfver & off & =
THRSHET | At AFTAl & Al AT T AT Tl gl 36 TR § AISAT Al STEH gl TadT gl
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qq: ATIF SAfed H, Aol siv swaree arnft sfaffam 1940 £ ey 26F ¥ srefiw = uwdieft &
fafamtor, s a7 faawor #1 afaver w27 saeas® g1 IIE & &9 | T@d gu, At | et fF g
F ITART it i 3 arer fet oft werre 1 faffraer ar Adem =g 721 81 safor, Fae g 26%
& srefie wrfaorer s it fRrrter 7 ST 87

T STaTh Ih AT Ao [ehT TATGHTL ATS ol [ARTTLETT F LT IL, FalT LR AT Tg THTHT
A I I T I ffyr 3w swAn % forw G F oo f{fRwion, G siw e i afhfvg
*7q gu =8 fAfaafag wear o= R & sraeas s wefi== 2;

AT AT, Feal T TERTL, AT T ToTee arRft sttarf=aw, 1940 (1940 7 23) &t &7 26%F FIT
TE ORIl T TN FXd gU, Id SUAN & o gdmet Mefdaw erde + g@ET $ g¢%he Siuer &
fosr & foro fafamion, fesr =1 @ wama & afaurey T 2|

[T, €. TF-11035/53/2014-ST0REFTHT (ATT-1V)]
TN FLTAA, AATEHTT (AT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3286(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Antimony Potassium Tartrate + Dried Ferrous Sulphate is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Antimony Potassium Tartrate + Dried Ferrous Sulphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

g

TE fReett, 2 anred, 2024

T3, 3287(37).— FalT TLHT FT A THTLTT 21 19 9¢ fF IrhiteamrsT+ Refimia+ua-
AT TA-TETEHHIRATA AAATRE+HRIrh CASHITS RS9 glegIIse siuter it Faa gus
e (S =8 28k 99T UTHSTHT Fgl TAT ) F ITART § AGSAT &1 ST g 6 G91EAT § 3
sy % qeferg freaeT Sueey §;

Y F T wE g A v fRerws afwfa g =6 wver it S A w2 oAt Sl 3 A
A § =7 TR i aEE wT v

AT SAITe THART TATGHIT qTS 7 AT I TRSIHT Al o7 #f off i forwreer #7 off & =9
THRSTHT | qfase S@aadl &1 s e 1T =T Tl gl 0 URSHT F AIeAT &l S[ITEH gl TFdT gl
qq: ATTF AATed H, Ut i Tored arnRft AfafFaq 1940 Ft arr 26F & o9 =9 UTHRe T &
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fafamTor, e a7 AT &7 Sfaue FTAT Aa9T® gl ST &l &9 § T@d gy, Al § T o g1
F TR AT ATATT o arer Rt off e 7 fafazeer a7 e =g 781 8 | T8t Fae o7y 26%
F orefie oty w2 v frerfer € STt 27

AT ITH AT THATRT TATZHTL TS T BT o AT T, Fk1T TLRTE T TG THTLTH 21 AT
T IO IH AU F AT STEET F o e F forw fmRwtn G oiw faer # i aavg =
g0 = fafaataa Fear 59 Ra & siraea sfiw =+ g;

Ad: AT, Fra T TLRTL, AT ST TATET ATHAT AT =aq, 1940 (1940 FT1 23) it €T 26%F FT
Tad ORI FT TINT FA U, HEE SUAN % foru sewifeamea+ R+ ua-ati=ee wa-
TETEEHAIRIR AT+ Hiferd TR+ TRRSiEaT gregrss bty & [Afaa gas @+ %
s & foro fafamior, fee s fraeor &t i wama & sfauer w2

[T, €. TF-11035/53/2014-ST0REFTHT (ATT-1V)]
TN FLTAA, AATEHTT (AT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3287(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Benfotiamine + Silymarin + L-Ornithine L-aspartate +
Sodium Selenite + Folic acid + Pyridoxine hydrochloride is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Benfotiamine + Silymarin + L-Ornithine L-aspartate + Sodium Selenite + Folic acid + Pyridoxine
hydrochloride with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

g

% feeety, 2 3red, 2024

T3, 3288(37).—F= 1T TLHIT FT AZ THTHTT 2T 14 I¥ o [Sewqey = argge + g+ sfufer
#1 o g g (B =9f 0 9997 UHRSTET gl 47 8) % ST & Aol &l S gid i
TATAAT § I AT o G asheT IT &;

Y F T " g s o fRers afwfa g =7 wver it S A w2 oAt Sl 3w Ao
A § =7 TR i aEE wT v

AT SAIfe THART TATGHIT qTS 7 AT I TRSIHT Al o #f off i forwreer #7 off & =9
THRSTHT | qfase S@Tdl &1 s e T =T Jal gl =0 URSHT F AIeAT &l SIEH gl d%dT gl
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qq: ATIF SAfed H, Aol siv swaree arnft sfaffem 1940 ey 26F ¥ srefiw =z uwdieft &
fafamtor, s a7 faawor #1 afaver w27 saeas® g1 IIE & &9 | T@d gu, At | et fF g
F ITART T STAATT < aATer et oft warre 1 fafearwe =1 fRdes = 781 § | 2ater, e g 26%
& srefie wrfaorer s it fRrrter 7 ST 87

T ITH AT TRl TATSHIT TS il RTINS U, hald AT AT Tg THIETT &l
ST 9T fF Ter I SfwfY F wrae s ¥ forw faee F foro fafRwto, A e faaeor = gfafog
*7q gu =8 fAfaafag wear o= R & sraea s i+ 2;

qd; A, Fea T TR, AT ST e araedy ATy, 1940 (1940 #T 23) FiT &TeT 26%F
FIT & oIRdl & TN F3d g0, HHa ST & forw faemer iR argee+ wiw siufer & Mfm
GIOF GATA % e & foro f@famton, ferr i o & sfaer w5t )

[T, €. TF-11035/53/2014-ST0REFTHT (ATT-1V)]
TN FLTAA, AATEHTT (AT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3288(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Bismuth Ammonium Citrate + Papain is likely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Bismuth Ammonium Citrate + Papain with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

Fferg=aT

T faeety, 2 emred, 2024

T3, 3289(37).—F%1T AL FT g AT gl AT IT [ ATEAGEIETeT TIHIUA + ATAHT
T TA+Tsa R AT+ RE i taeiua+FRarmarss sy & [fag gos gaew (G za+9
THH AT UHSTET Fgl AT 8) F STAN & TICAl &l STEH g 6l TATaAT & Sh SHure & gierd
e IUeTe &,

Y F1 T TR G g UF fAews afwia g =7 aver it S f6 w off S 3 e
AT T =28 THSTHT T TS AT 9T,

AT e TR TATEHTE A1 7 AT IF THESTET T = A7 ofF e Rrwrfer i w1 oft &5 ==
THRSHET | At AFTAl & Al AT T AT Tl gl 36 TR § AISAT Al STEH gl TadT gl
qq: ATIF St H, sofdr v waree avnft sfaffeam 1940 £ ey 26%F F arefiw =@ uwE F
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fafamTor, e a7 AT &7 Sfaue FTAT Aa9T® gl ST &l &9 § T@d gy, Al § T o g1
F TR AT ATATT o arer Rt off e 7 fafazeer a7 e =g 781 8 | T8t Fae o7y 26%
F orefie oty w2 v frerfer € STt 27

T IH AT TR AATSHIE are it FRErfernt e o, F&d 91T 7 I8 T9Te7T 2l
I 9 R I H 3T AWt F ga 3T & forw s ¥ forw ffRmt, B s e oy
T g0 Y A w37 99 B 7 aaed 3w a6 =1 &

Ad: AT, Fra T TLRTL, AT ST TATET ATHAT AT =aq, 1940 (1940 FT1 23) it €T 26%F FT
YW ARl A TIN Fd U, dAMd SR F U qRiigRrRRd  Taeiua+ e
T +Ea R A+ RE e e+ RanfRmmTee siufer 3 fAfara g w@=em & e % oo
farfamtor, e 9% i v 7 siaue w8

[T, €. TF-11035/53/2014-ST0REFTHT (ATT-1V)]
TN FLTAA, AATEHTT (AT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3289(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cyproheptadine HCI + Thiamine HCI + Riboflavine +
Pyridoxine HCI + Niacinamide is likely to involve risk to human beings whereas safer alternatives to the said drug
are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Cyproheptadine HCI + Thiamine HCI + Riboflavine + Pyridoxine HCI + Niacinamide with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

g

% feeety, 2 3red, 2024

FT.3T. 3290(37).—FET TLHT FT Tg THTLTE BT I UL T ISl gIag [airae+ar
TR ATELHATATAT ETE3 IHIS S+ R AT+ TS RS gregaaise iy it [{aa g+
o (E =89 28 T997q TRSTET gl 9T 8) & STANT & AT &l ST i 6l FATIAT § 3
rafer o gRiera ased ST 2;

Y F1 T TR G g UF fAews afwia g =7 " it S 66 w2 oAt S 3 e
AT T 28 THSTHT T TS WA 9T,
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AT sfufer qarerehr gargae a7 ot S TwRSIE it s i oft i frwrfer f oft F 2w
THRSTET | sfafase sraaat &7 #wr5 Sl siferer a2t 81 =7 vl & aqeat 7 e g1 96t 2|
qq: ATIF SAfed H, fofdr siv swaree arnft sfaffaw 1940 £ ey 26% ¥ srefiw =z uwdieft &
fafamtor, s a7 faawor #1 afaver w27 saeas® g1 IIE & &9 | T@d gu, At | et fF g
F ITART T STATT < aArer et oft were 1 fafearwe =1 fRdes = 781 § | 2ater, e g 26%
F refie ity e v frerfer € STt 27

T ITH AT TRl TATSHIT TS il RTINS U, hald AT AT Tg THIETT &l
ST 9T fF Ter I SfwfY F wrae s #F forw faee F foro fafRwtor, A e feaeor = afafvg
*7q gu =8 fAfaafag wear o= R & sraea s i+ 2;

AT AT, Fea T TR, AT ST Jorer aredt srferfa=rm, 1940 (1940 T 23) FT &7 26%F FIT
TE AREAT F OTANT Fd U, A STAN F 0 aRiieeiRTEd  geg eSS HErShioe
AR FRgIEs+UEam AT+ R grgrmiaee a1 % R gus a9 5
R % forg RfRmtr, R 9 @ yama & gfate w7t 21

[T, €. THF-11035/53/2014-STTRaFTHT (ATT-1V)]
T[S TLTAA, AT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3290(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cyproheptadine Hydrochloride + Tricholine Citrate +
Thiamine Hydrochloride + Riboflavine + Pyridoxine Hydrochloride is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Cyproheptadine Hydrochloride + Tricholine Citrate + Thiamine Hydrochloride + Riboflavine +
Pyridoxine Hydrochloride with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

g

% feeety, 2 3red, 2024

FLAT. 3291(3).— FdT TR FT T THTA gl I 9¢ T WA qiedw (TeRa Fee
AT F ¥ ¥) + e surge+ e TR+ e aaaaTss ity i A
GUF G (O THH TH6 TATG TRSHT Hgl TIT ) 6 STANT § TICAT Tl SAITGH gIe =l GATEAT &
I SAruTer o qgierg oo 3uey &;
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T HET AR G Ik U [t dHfd g7 36 AT &6 S 60 e o & 3<% &ems
afafa 7 29 THSTHT FT Toha = TET AT

AT sfufer qerereht gargeare a7 ot S TwSIE it S i oft s e f oft & 2w
THRSTET | sfafase sraaat &7 #wr5 Sl siferer a2t 81 =7 vl & aqeat 7 e g1 96t 2|
qq: ATIF SAfed H, fofdr siv swaree arnft sfaffaw 1940 £ ey 26% ¥ srefiw =z uwdieft &
fafamtor, e a7 faawor #1 afaver w27 saeas® g1 IIE & &9 | T@d gu, At | et o g
F ITART it Sqafa o arer feT oft werre 1 fafferaer ar Rdem =g 721 81 zafory, Fae g 26%
F refie ity e v frerfer € STt 27

AT ITh ATTTE TRAThT TATGHTIL dTS ol TRRIST o ST T, Fg TLHIL FT T THTLTT Bl AT
9 fF U H I Wty F qea ST F foro A F forw fafawtr, G @i e = afafvg s
gu =¥ faffatag Fear 5= R # sraea siw afi=e €;

AT AT, FealT TERTL, AT S ToTee arRft sttarf==w, 1940 (1940 =1 23) FT 4T 26%
BT Y& ARl T TN 2 g, I STANT & (o0 WIS difedd (T2 e dade & €9 #)+
AR SmTEE+ TEEFATET TETa+ FAfeaaiFse iy & FfEa gaes g9+ & Fw
=+ forw fafamtor, T o= @ T9E 7 Siaue w2 gl

[T, €. THF-11035/53/2014-STTREFTHT (ATT-1V)]
T[S TLTAA, AT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3291(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Rabeprazole Sodium (As enteric coated tablet) + Clidinium
Bromide + Dicyclomine HCI + Chlordiazepoxide is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Rabeprazole Sodium (As enteric coated tablet) + Clidinium Bromide + Dicyclomine HCI +
Chlordiazepoxide with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

g

% feeety, 2 3red, 2024

FL.3T. 3292(H).— FETT ALEHRIT FT Tg THTT 2 T I T W STHLT+T49+ T a0
A R TrgeTsse+aemee vty it Raa o g (T =91 =95 7991
THSTHT gl AT ) F STTRT F ATCAT T STEH I il GATAAT g S SHUTe F G [ahed I 3,
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T HET AR G Ik U [t dHfd g7 36 AT &6 S 60 e o & 3<% &ems
afafa 7 29 THSTHT FT Toha = TET AT

AT sfufer qerereht gargeare a7 ot S TwSIE it S i oft s e f oft & 2w
THRSTET | sfafase sraaat &7 #wr5 Sl siferer a2t 81 =7 vl & aqeat 7 e g1 96t 2|
qq: ATIF SAfed H, fofdr siv swaree arnft sfaffaw 1940 £ ey 26% ¥ srefiw =z uwdieft &
fafamtor, e a7 faawor #1 afaver w27 saeas® g1 IIE & &9 | T@d gu, At | et o g
F ITART T STATT < aArer et oft werre 1 fafearwe =1 fRdes = 7281 § | 2ater, e g 26%
F refie ity e v frerfer € STt 27

AT ITH AL THAThT TATGHTL TS hl RIRITLETT o SATETT T, T TLRTE T TG THTLTT BT ST
o R I MOty F qrea vt F oo A F forw Rt s eiw g i afafvg w9
gu =¥ faffatag Fear 5= R # sraea siw afi=e €;

qT; AT, Fea T TR, A ST Jorer aredt srferfa=rm, 1940 (1940 T 23) FT &7 26%F FIT
Y& IRl &1 TINT T gU, HT9d ST & (70 I SEEH + GO + T qIHE (a7 + gAra=r
&9 + FAET grRSiTEse + oaigd iy & [Afed g g9 & faw & forg fafamir, By o=
T TATET & Taue FdT g

[T, €. THF-11035/53/2014-STTREFTHT (ATT-1V)]
T[S TLTAA, AT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3292(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Fungal Diastase + Papain + Nux vomica Tincture +
Cardamom Tincture + Casein Hydrolysed + Alcohol is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Fungal Diastase + Papain + Nux vomica Tincture + Cardamom Tincture + Casein Hydrolysed +
Alcohol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

srferEAT

T2 faedt, 2 areq, 2024

T3, 3293(37).— FoT TLHRTT T T THTATT 21 I T T Fpts e+ fafterms Sweaw
sirorfer 7 R gRre S (B =88 28+ 799Tq TRST F77 3T §) F ST & ATSAT 0 SITaH g
T FATAAT g 3 SHUTer o FLIerd [ahed 3T &,
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T HET AR G Ik U [t dHfd g7 36 AT &6 S 60 e o & 3<% &ems
afafa 7 29 THSTHT FT Toha = TET AT

AT sfufer qerereht gargeare a7 ot S TwSIE it S i oft s e f oft & 2w
THRSTET | sfafase sraaat &7 #wr5 Sl siferer a2t 81 =7 vl & aqeat 7 e g1 96t 2|
qq: ATIF SAfed H, fofdr siv swaree arnft sfaffaw 1940 £ ey 26% ¥ srefiw =z uwdieft &
fafamtor, e a7 faawor #1 afaver w27 saeas® g1 IIE & &9 | T@d gu, At | et o g
F ITART T STATT < aArer et oft werre 1 fafearwe =1 fRdes = 7281 § | 2ater, e g 26%
F refie ity e v frerfer € STt 27

T ITH AT TRl TATSHIT TS il RTINS U, hald AT AT Tg THIETT &l
ST 9T fF Ter I SfwfY F wrae s #F forw faee F foro fafRwtor, A e feaeor = afafvg
*7q gu =8 fAfaafag wear o= R & sraea s i+ 2;

qT; AT, Fea T TR, A ST Jorer aredt srferfa=rm, 1940 (1940 T 23) FT &7 26%F FIT
Y& QTRAT T TART FXd U, AT ST 6 (o7 A e Qe+ Giierdre Soreer sfuter & i
G g & faew & form fafamion, fasa 92 i sara & gfaue w7t 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, HATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3293(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Mefenamic Acid + Paracetamol Injection is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Mefenamic Acid + Paracetamol Injection with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

g

% feeety, 2 3red, 2024

FIM. 3294(37).— siufer £ g gus daew (T =098 9% 79a1q THRSHT Fgl T 8) +
SUTRT & ATCAT T STEH 19 T TATAAT & 3 SIUTer F qIerd faweq 3uared g,

ST FET HLHRT G e U faerest afafa gy 27 /e i S 6 T oY S 3 A
AT 7 29 THSTHT T Toha = JTET AT,
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AT sfufer qarerehr gargae a7 ot S TwRSIE it s i oft i frwrfer f oft F 2w
THRSTET | sfafase sraaat &7 #wr5 Sl siferer a2t 81 =7 vl & aqeat 7 e g1 96t 2|
qq: ATIF SAfed H, fofdr siv swaree arnft sfaffaw 1940 £ ey 26% ¥ srefiw =z uwdieft &
fafamtor, s a7 faawor #1 afaver w27 saeas® g1 IIE & &9 | T@d gu, At | et fF g
F ITART T STATT < aArer et oft were 1 fafearwe =1 fRdes = 781 § | 2ater, e g 26%
F refie ity e v frerfer € STt 27

AT ITH AL THAThT TATZHTL TS hl RIRITLETT o SATETT T, Hl T GLRTE T TG THTLTT BT ST
9 fFIUH I iy F qea ST F foro A F oo fafRwtr, e @i e = afafvg
gu =¥ faffatag Fear 5= R # sraea siw afi=e €;

qd: AT, FealT TERTL, A S T@Te arRft sttarf==, 1940 (1940 =1 23) FT &Ter 26% 51T
T QTR T YART 3 gU, A9 STANT 6 {oI7 AT S + SHarsaA AT TaHiud 347 %
Afera gers |3 & s % forw fafaet, e o @ sama & sfater T 81

[T, €. TF9-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS TLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3294(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Omeprazole Magnesium + Dicyclomine HCI is likely
to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central
Government and the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended
that “there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the
Central Government is satisfied that it is necessary and expedient in public interest to prohibit the
manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution

for human use of drug FDC of Omeprazole Omeprazole Magnesium + Dicyclomine HCI with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)

g
TE fawelt, 2 omred, 2024
FLAT. 3295(37).—Fd TR HT TZ UMY 2l A+ T F vog-uesArras wREe

+HTRIAT+IAIE A IHIARUEE  A+TA-AIRARME  Floadqw 97, TA-TAaTsahiac+HieiT
e+ R+ ra-aiiie wa-geade+smiftem+ i siufer f Fag gos gaee (G zad@
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THH TeATA UHSTET Fgl AT &) F ITAN & TSIl &l SITEH g 6l FATAAT & Ih SHuTe F giard
et SUeTey €;

ST HET AL FIT Ik U st aiifa g0 36 AT &6 9= 61 e o & 3<% &ems
afafa 7 29 THSTHT FT Toha = TET AT

AT sfufer qerereht gargeare a7 ot S TwSIE it S i oft s e f oft & 2w
THRSTET | sfafase sraaat &7 #wr5 Sl siferer a2t 81 =9 vl & aqeat 7 e g1 96t 2|
qq: ATIF SAfed H, fofdr siv swaree arnft sfaffaw 1940 £ ey 26% ¥ srefiw =z uwdieft &
fafamtor, e a7 faawor #1 afave FeAT sasas g1 IIE & e419 | T@d gu, At | et o g
F ITART T STATT < aATer Rt oft werre 1 fafearwe =1 fRdes = 7281 § | 2ater, e g 26%
F refie ity e v frerfer € STt 27

T ITH AT TRl TATSHIT TS i RIS U, hald AT AT Tg THIETT &l
ST 9T fF Ter I SfwfY F wrae suawr ¥ forw faee F foro fafRwto, A e feaeor = gfafog
*7q gu =8 fAfafag wear o= fRa & sraeas s wefi=h= 2;

Ad: AT, Fra T TR, SHOTS ST TATLT AT ATATH, 1940 (1940 F7 23) it &7 265 FT
YET ARRAT A TART FAA gU, HAEE ITANM & &0 TE-usAiad AR+ AesiEe+
SSiFFcECEae ANt + UA-Fumawce Saaw sH ua-Hersawee T
e+ RefmiRa+ua-aifite ta-terde+ sfREe+eiie siufer  [Afera g @@ F Bwr &
form AR, s 9% g swama | afque Fr 8

[T, €. TF9-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS TLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3295(E).— Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of S-adenosyl methionine + Metadoxine + Ursodeoxycholicacid
BP + L-Methylfolate Calcium eq. to L-Methylfolate + Choline bitartratee + Silymarin + L-ornithine L-
aspartate + Inositol + Taurine is likely to involve risk to human beings whereas safer alternatives to the said drug
are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
S-adenosyl methionine + Metadoxine + Ursodeoxycholicacid BP + L-Methylfolate Calcium eq. to
L-Methylfolate + Choline bitartratee + Silymarin + L-ornithine L-aspartate + Inositol + Taurine with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 ereq, 2024

FLAT. 3296(H).—F=IT TLHT AT Tg AT g oA+ 97 o Refiuria+Raia amce+
TR R+ REIfFeT e iTea+HRaRmmEe ey §a9me+ Rafa 12 siufe & P
S Ao (S =8 287 T99Tq UHSHT gl T47 ) F START & Wedl & S g i F97aT §
I Aot = qgeierg faeed 3usy &;

AT FAT qvR g7 Ak v s afffa gy =9 /me & = A T2 ofF $ie 3w e
A § =7 TR i aEE wET v

AT Ot TR TATHRE a1 7 off I UwRSIHT At s 1 off sfiv e 7 of fF =
THRSHT | Aq(a5e S@Tal &1 wls e T =T Tal gl =6 THSHT F AISAT &l SITEH gl T&dT gl
qq; SATTH SAAfed ¥, ot siv games arnft srfafaaa 1940 #v amr 26F & stefiv =9 UwRST *
fafamtor, e a7 fawer #t afaver FTAT saea® g1 ITE &l &9 | Tad gu, Al | BHEr €T T
& ITIRT AT ATATT & ATl TRt ot TR 7 fafFzee a7 Maee =maesa 7@1 8 | 389, Fad 91y 26%
& oref T wfaqurer e T freRrier it et 87

T ITH AT TRl TATGHIT TS il TERITLT 6 e UL, Fald TLhT AT Tg TH1ETT &l
I 9 I H I AW F e 33U # forw s ¥ forw AfRwt, B s e @ ahafvs
Fd g0 =0 AT F3AT 99 Ba | Saeqs i a9 =i &

;N Fra T TLRT, AT ST AT AT Staf=aa, 1940 (1940 F7 23) it €T 26%F FT
Ja orfFat &1 N #d gU, AT ST F o Refaie+ i amiee + aeaweta +
T REEaT TaHiga+FarRAmETss+Fras ferme+ fAerfam §12 &t iz gus daew i +
s = form fafamior, s 9% qEa gwama | afave Fdt 8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3296(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Silymarin + Thiamine Mononitrate + Riboflavin + Pyridoxine
HCI + Niacinamide + Calcium pantothenate + Vitamin B12 is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Silymarin + Thiamine Mononitrate + Riboflavin+ Pyridoxine HCI + Niacinamide + Calcium
pantothenate + Vitamin B12 with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

FT.3M. 3297(3H).—FaiT TLHIT FT AZ THTA g A= 9¥ & e+ aeReieam
A CA+ATAA R+ AT +wifes e siute ft Fag g a9 (G oad
THE TATA URSTET Fgl TAT §) & STANT & TSHT &l SAITEH gl GATEGAT & 3 ufer &
Hqerd fased Iuerey &)

Y S T g Agh v faers aiufa g = /e i S d TS off #iY S
faorest #fafa 7 =0 uwStEt v T wET

T SAOTE TRAThT TATEHRIC TS o AT ITh URSHT T ST 0o oA i Forwrieer iy off &
‘T URSTHT § afate s@aadl T &ls e 17 sif=rca q81 81 S0 UTRSTHT & AIoAT &I SaH g
qHAT g1 A SATIF T2 |, ST T T AT ATTIT 1940 FT &7 26%F % T =7
wHRErET & fAfaato, w71 fGawer i afaug #3471 daeT® g1 I & A § T@d g,
Tt # fEt oft g & I i st a9 arer T oft s w91 Rege
ITIET Al 8 | THITU, hael &TeT 26% F Fefe Tiauer Fe it frwreer £ St 87

AT ITh ATHTEr TR0 TATSHIT AT il TR F SETT UL, g LRI AT TG AT
A 9T T T § 36 SiOfY & wHa ST & forw faseg & forg fafamion, e sie e
1 afafig F2a gu =0 At =T 9= B § sraegs o aifi=h+ g;

A AT, Fea T AT, ATTEr ST THTe At srfarf=aa, 1940 (1940 =7 23) &t &
26F FWT Y& AR FT AN #d gU, "Wa I & oo RefmiRa+ aeRetee
TEiTe+aETERETETR+H R R RiE iR & [ gos e st F B
& forw fafamtor, o o a w9ma @ gtaue w2t gl

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3297(E).— Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Silymarin + Pyridoxine HCI + Cyanocobalamin + Niacinamide
+ Folic Acid is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Silymarin + Pyridoxine HCI + Cyanocobalamin + Niacinamide + Folic Acid with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

T, 3298(31).— FEIT TLHTT FT Tg qHTLTE 2T 1 92 o FefimrRe+RHerf@e €6 + Fefse
1 2+FRaRmme+wifr tRe+aeRem aee siufe £ Faa gas @@ (G 298 20396 7991q
THSTHT gl AT ) F START F ATCAT &l STEH I T GATAAT & I SHUTer F FRIE faheq Iuars g;

ST HET AL FIT Ik U st aiifa g0 36 AT &6 = 61 e ofF & 3<% &
afafa 7 29 THSTHT FT Tohe = TET AT

T sfufer qereieht gargeare a7 ot S TwSIE it S i oft s e f oft & 2w
THRSTET | sfafaee sraaat &7 #wr5 Freft siferer a2t 81 =7 vl & aqeat 7 e g1 96t 2|
qq: ATIF SAfed H, fofdr sfiv swaree arnft sfaffaw 1940 f ey 26F ¥ srefiw = uwdieft &
fafamtor, e a7 fawor #1 afater w27 saea® g1 IIE & &9 | T@d gu, At | et fF g
F ITART T TATT <7 aATer Rt oft warre 1 fafearwe =1 fRdes = 7281 § | 2ater, e g 26%
= 7efie waorer i = [oRTer & St g7

AT ITh ATTTE TRATRT TATZHTL TS hl TRRTIST o ST U, Fg TLHIL FT T THTLTT Bl AT
q¥ TR I ¥ 3 sfiwfer & ga s9anT & forw fasr & forw fafagion, o sie fawor = afafig s
gu =¥ faffatig Fear 5= R # sraea siw aefi= &;

Ad: AT, Fra T TR, AT 3T TOTLT AT ATATH, 1940 (1940 F7 23) it €T 26%F FIT
e gaREAT # YA A gU, AWME 3T & fou Refmia+Eetan die+Rerae
2+RaRamRE+witE TRes+eEsitm qee siufy & [faa gus 99w 5 @FFg 5 @
T, s 9% @ T | Jfaug FT gl

[T, €. THF-11035/53/2014-STTRaTHT (ATT-1V)]
T[S TYTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3298(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Silymarin + Vitamin B6 + Vitamin B12 + Niacinamide + Folic
acid + Tricholine Citrate is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Silymarin + Vitamin B6 + Vitamin B12 + Niacinamide + Folic acid + Tricholine Citrate with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

3. 3299(31).— FesiT TCHT T T THAT 21 S+ 92 % fRTW qrgee + arsfes ufie
THTETESE, TATAHT A, ST A, ITAAHT A, AT T A, AGTH AT AT + ATHIGA o TATG qTAT SN
o gus 99 (R <9d 9% 9997 THETET 7@l AT §) & START & AGeAl &1 SIaw g &
TATAAT § A Teh I AT 6 AT [Aohed ITAH &,

AT, Fral T AR g s v farers afefa grr =8 amwer it = &1 T2 off 3w 3% e
A § =7 TR i aEE wET v

AT, ey Tt TATEHRE are F off 36 THSHT Y S iy ofF sfiw fRrwrfver &t B “zo wwSet
H Siqface STaadl AT s AThcd 17 iT=cT Al gl TH THSHT § AISAT HI SITEH g Tl gl T ATTH
SHfRa #, sirafer s yames arafy srfarfa=ra 1940 #Y amer 26% F stefiw o uwSieht  fafawtor, fasm =
faawor &t gfaftg F3A7 AEed® g1 ST F AF § T@d gu, ANAT § el |1 T 6 ITART 6Hr
FIATT & ATl ToRelt T T &7 [Aaae a7 e =T 9861 § | 390, Fad 971 26F & oTeiT
sfatrer Fwe Y e i sy 27;

AT ITH SATTTE Theeh] AATGRIT dTS i TRIRILT o ST IT, Feald AEHIL AT Tg THTETT &l
I 97 R T § 36wl % Arve s * forw s % forw fRwtor, e sie faawor @ afefuey
Fd g0 =0 AT F3A1 99 Ba | Saeqs i qe =i &;

;N Fra T TLRT, ST 3T AT AT St=ad, 1940 (1940 F71 23) it €T 26%F FTT
TaT fRAl AT AR FA U AT STAN % O gieq a9 8§ 9w grde + anafed U
AHIGISSE, SATIAT da, STXT A, IMAHHT d, AT AT A, FELH HT AA + FRIGA h TaTQ aTeAT AT
& faerr & foro fafRmtor, R i afafog s 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI FLTAA, AATZHIL (ATA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.0. 3299(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sodium Citrate + Citric Acid Monohydrate Flavored with
Cardamom Oil, Caraway Oil, Cinnamon QOil, Clove Oil, Ginger Oil + Alcohol is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Sodium Citrate + Citric Acid Monohydrate Flavored with Cardamom Oil, Caraway Oil, Cinnamon Oil, Clove
Oil, Ginger Oil + Alcohol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

F.3T. 3300(37).— FralT ALFHT T Ig TATHTT &l I 2 3 THRIAhE + THRAARATH AT il
R g g (PR 383 s9% 9997 THS T gl AT ) F START & JqSa1 &l e g i
TTAAT g STaTh I AT F qIIerd farweT 3uerse §;

3T, Tl T g s o e affa gy =0 /e & = A e ot S 39 Aees
afafa 7 29 THSTHT FT Tohe = TET AT

3T, Sirofer qereieht FeTgaTe are ° ot 39 RS it St Y ofF s fRrwrfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer 78l 81 T30 URSHT & Al &1 SIaH g1 9haT gl od: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg F3A7 sEeds g1 ST F A9 § T@d gy, AN § Gy o 9w F IR i
Fat 3 arer BT off s 7 AR ar e s 985§ ) ao, FEe g 26% F i
statrer s it fRrerfer £ STt 87

AT IH AT TReTehl TATGHRIT dTe T AT F ST 9T, Feal T ACHT AT Tg THITH 8l
S 97 fF I § S Awfy F ame suanr F oo G F e R, e siv ffawr = afefuey
F7q gu =8 fAfafag wear o= Ra & sraea s aefi=h= 2;

;TS Feal T LRI, AT T T@Te qrady Afearf==w, 1940 (1940 7 23) #¥ 91T 26% FIT
& STRRAT T AN FTd g0 HIAET STAN 6 [T qEed T F GhHTeThe + THRAATEATE SArarer & &g &
forw fafamtor, e =i i g gfafog #dt 8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3300(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sucralfate + Acelofenac is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Sucralfate + Acelofenac with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

1.3, 3301 (3).—Fr= 1T THIL FT T TUTHT &1 T 9L FF ThTorhe + STHURSI + ST
Aty $ir fPaa gae g (P 3ad 389 999Ta THE T Hgl 97 §) F ST F JoA1 F1 JaT 2
T GATAAT & TIF Ih AU F e faheT I 3,

3T, Tl T g s o e affa gy =0 /e & = A e ot S 39 Aees
afafa 7 29 THSTHT FT Tohe = TET AT

3T, Sirofer qereieht FeTgaTe are ° ot 39 RS it St Y ofF s fRrwrfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer 78l 81 T30 URSHT & Al &1 SIaH g1 9haT gl od: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg F3A7 sEeds g1 ST F A9 § T@d gy, AN § Gy o 9w F IR i
Fat 3 arer BT off s 7 AR ar e s 985§ ) ao, FEe g 26% F i
statrer s it fRrerfer £ STt 87

AT IH AT TReTehl TATGHRIT dTe T AT F ST 9T, Feal T ACHT AT Tg THITH 8l
S o7 fF 2o O S arwfer F wree 39T & forw faseg & foro fafawtor, e e fagwor & wiafuey
F7q gu =8 fAfafag wear o= Ra & sraea s aefi=h= 2;

AA: TS, el T TLHRL, ST T T AR A=, 1940 (1940 1 23) T 91T 26%F FTT
Y& ARRAT T TART Fd gU A ITAN 6 &0 Ted THET T GhIARe + STHIRSH + STEAMSN
Arfer & fasra & foro fAfator s faaeor fasr it giva wiatus w2l

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3301(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sucralfate + Domperidone + Dimethicone is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Sucralfate + Domperidone + Dimethicone with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

F.3T. 3302(3).— FesiT TLHT FT g TATITT g1 I I¥ T TChAhe + SHIREI sutear T
R gus daem (PR 383 s9% 9997 THS T gl AT ) F START & Jqeai &l SIad g i
TATAAT g STaTh I 24T o qiard fased sy 2,

3T, Tl T g s o e affa gy =0 /e & = A e ot S 39 Aees
afafa 7 29 THSTHT FT Tohe = TET AT

3T, Sirofer qereieht FeTgaTe are ° ot 39 RS it St Y ofF s fRrwrfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer 78l 81 T30 URSHT & Al &1 SIaH g1 9haT gl od: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg F3A7 sEeds g1 ST F A9 § T@d gy, AN § Gy o 9w F IR i
Fat 3 arer BT off s 7 AR ar e s 985§ ) ao, FEe g 26% F i
statrer s it fRrerfer £ STt 87

AT IH AT TReTehl TATGHRIT dTe T AT F ST 9T, Feal T ACHT AT Tg THITH 8l
S 97 fF I § S Awfy F ame suanr F oo G F e R, e siv ffawr = afefuey
F7q gu =8 fAfafag wear o= Ra & sraea s aefi=h= 2;

;TS Feal T LRI, AT T T@Te qrady Afearf==w, 1940 (1940 7 23) #¥ 91T 26% FIT
& ITTRAT T AN Fd g0 HIAE STANT 6 (T TEed T T GhHTerhe + STHIRSI iy & & &
foro At A s e 1 gfafug w5t 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3302(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sucralfate + Domperidone is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Sucralfate + Domperidone with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT
T2 faeett, 2 3red, 2024

FT.3T. 3303(3N).—F1T TLHY FT Tg AT 2l 7 92 T &= saampaneer + &)
FSAAT + FFRIEE Afuaw &% + AT $f Eifea st + FAUBH + Sehige sufy $i
A g 99 (S8 9/ 39 799Td THS T gl 47 §) % STIN § ATSAT &l STEH g
FT FATAAT § STaTeh I AT F GLeTd (oo T &,

ST, e AL g7 Hh U fareras aifa gy =8 qraer it St & 18 off o7 3%
faorest #fafa 7 =0 uwStEt v T wET

AT, ST TReATehl TATGHTL dTe o HT ITh THSIHT ahl ST #hr ot 3 Rrerreer it fF ==
TR § siatase srEaat a7 Fwr5 St shfver 78 81 =0 vwSEh & aqeat &7 e g
qHAT g1 A SATIF T (2d |, ST T T ATHUT ATTIT 1940 FT &1=T 267 % T =
THESHT & fafawior, s a1 fBaeer & wiaftg F37 sEeds g1 ST & &9 § T@d g,
Tt # fEt oft g & I i st a9 At T oft g w9 AEae
ITIET Al 8 | THTU, hael &TeT 26% F e Tfaue F:e it ferwrieer £ St 87

AT ITH SATTTEr THART TATGHIT TS i RERILT o AT TT, Feal T LR T TG
THTHTT g7 = 9% FoF Io7 § I AWier o A TN  forw faser & forg femion, e s
e &1 wfafuey F2d gu =8 [T w7 o9 B o sraeds ofiT a6=1 g,

AT AT, FealT LRI, ST AT FaTe arady fafa=w, 1940 (1940 &1 23) &t &=

26% FIT Y& AHAT 1 TART FXd gU AT ITART & o0 qivq aa19 § &= sushigparar +

féaT =T + Frmee aftaw & + AT 6t gEifda ster + FAwY + Joagd
Arafer & foerr = foro ffawtor, e sie g = whafog w=wh 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]

TSI FLTAA, AATZHIL (ATA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3303(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Tincture Ipecacuanha + Tincture Urgenia + Camphorated
Opium Tincture + Aromatic Spirit of Ammonia + Chloroform + Alcohol is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Tincture Ipecacuanha + Tincture Urgenia + Camphorated Opium Tincture + Aromatic Spirit of
Ammonia + Chloroform + Alcohol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T2 faedt, 2 sreq, 2024

T3, 3304(37).— FralT TTHT T Tg THTYTE g1 I 7 FF ITeifaahiiers THe + HehiHT
TEHiTe shwier i e g S (R 3899 39 9997d TS HT &gl 4T §) F ST wqeai
ST B T HHTaAT g ST 3<h Aot  qeierd fasmed 3uersy g;

3T, Tl T g s o e affa gy =0 /e & = A e ot S 39 Aees
afafa 7 29 THSTHT FT Tohe = TET AT

3T, Sirofer qereieht FeTgaTe are ° ot 39 RS it St Y ofF s fRrwrfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer 78l 81 T30 URSHT & Al &1 SIaH g1 9haT gl od: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg F3A7 sEeds g1 ST F A9 § T@d gy, AN § Gy o 9w F IR i
Fat 3 arer BT off s 7 AR ar e s 985§ ) ao, FEe g 26% F i
statrer s it fRrerfer £ STt 87

AT IH AT TReTehl TATGHRIT dTe T AT F ST 9T, Feal T ACHT AT Tg THITH 8l
S 97 fF I § S Awfy F ame suanr F oo G F e R, e siv ffawr = afefuey
F7q gu =8 fAfafag wear o= Ra & sraea s aefi=h= 2;

Ad: AT, Fra T TR, AT 3T TOTLT AT ATATH, 1940 (1940 F7 23) it €T 26%F FIT
YET ARl T TIN Fd g0 AT ITAN & (o0 qied T979 § SISiagaies The + Hehiad
T=H e AWty F A F forw fafawto, B sie fBar #r sfafvg w7 21

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3304(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ursodeoxycholic Acid + Metformin HCI s likely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government
and the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the
Central Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for
sale, sale and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of
drug FDC of Ursodeoxycholic Acid + Metformin HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

FT.3T. 3305(31).— Frald ALEHIE FT Tg THTL 2l A= 02 & fixw Riew = + @A §
it AT + Juefie fRufte + Frai + SRy atshEme + AT st + sowhigar shwfer 6t
T gus 99 (R <9 39% 99919 TREHT @1 AT §) F SUINT & AGAi &0 S| g &
TATAAT § A Teh I AT 6 AT [Aohed ITAH &,

AT, Fral T AR g s v farers afefa grr =8 amwer it = &1 T2 off 3w 3% e
A § =7 TR i aEE wET v

AT, ey Tt TATEHRE are F off 36 THSHT Y S iy ofF sfiw fRrwrfver &t B “zo wwSet
H Siqface STaadl AT s AThcd 17 iT=cT Al gl TH THSHT § AISAT HI SITEH g Tl gl T ATTH
SHfRa #, sirafer s yames arafy srfarfa=ra 1940 #Y amer 26% F stefiw o uwSieht  fafawtor, fasm =
faawor &t gfaftg F3A7 AEed® g1 ST F AF § T@d gu, ANAT § el |1 T 6 ITART 6Hr
FIATT & ATl ToRelt T T &7 [Aaae a7 e =T 9861 § | 390, Fad 971 26F & oTeiT
sfatrer Fwe Y e i sy 27;

AT ITH SATTTE Theeh] AATGRIT dTS i TRIRILT o ST IT, Feald AEHIL AT Tg THTETT &l
I 97 R T § 36wl % Arve s * forw s % forw fRwtor, e sie faawor @ afefuey
Fd g0 =0 AT F3A1 99 Ba | Saeqs i qe =i &;

;N Fra T TLRT, AT ST AT AT Staf=aa, 1940 (1940 F7 23) it €T 26%F FT
TaT IRFAT T YART F2d g0 9199 TN & o0 qEeq ToTa 7 gt e &= + st $r et
WTEAT + Jufe e + FAASH + GISIH TEFHEML + T RT SAIHT + Aehlgd ST & GFT %
forw fafamtor, e s g i afafig w7t 8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3305(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Weak Ginger tincture + Aromatic Spirit of Ammonia +
Peppermint Spirit + Chloroform + Sodium Bicarbonate + Compound Cardamom + Alcohol is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Weak Ginger tincture + Aromatic Spirit of Ammonia + Peppermint Spirit +Chloroform +Sodium
Bicarbonate +Compound Cardamom + Alcohol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T2 faedt, 2 sreq, 2024

F.3. 3306(HA).— FrlT TIHRT FHT g TATTT 2l ST G2 o Hrerhe + GEITreie gy +
S wime + drge A Freme e i g gos gaee (G sa# o 19919 ThRe T et
AT §) F STANT A TASTT T ST g T TTTAAT § STaTh I AT o Fererd fasheT Iqesy 2;

3T, Tl T g s o e affa gy =0 /e & = A e ot S 39 Aees
afafa 7 29 THSTHT FT Tohe = TET AT

3T, Sirofer qereieht FeTgaTe are ° ot 39 RS it St Y ofF s fRrwrfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer 78l 81 T30 URSHT & Al &1 SIaH g1 9haT gl od: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg F3A7 sEeds g1 ST F A9 § T@d gy, AN § Gy o 9w F IR i
Fat 3 arer BT off s 7 AR ar e s 985§ ) ao, FEe g 26% F i
statrer s it fRrerfer £ STt 87

AT IH AT TReTehl TATGHRIT dTe T AT F ST 9T, Feal T ACHT AT Tg THITH 8l
S 97 fF I § S Awfy F ame suanr F oo G F e R, e siv ffawr = afefuey
F7q gu =8 fAfafag wear o= Ra & sraea s aefi=h= 2;

Ad: AT, Fra T TR, AT 3T TOTLT AT ATATH, 1940 (1940 F7 23) it €T 26%F FIT
Y& AREAT HT TINT Fd g0 AT ST & (o7 Ted TH1E F Ghldahe + GSrsie aread + [iw
TEIME + ATz AA AT Fdiae siwfdr F fFwa & o AR, e s e #r wfaftg #t gl

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3306(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sucralfate + Pantoprazole Sodium + Zinc Gluconate + Light
Magnesium Carbonate is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Sucralfate + Pantoprazole Sodium + Zinc Gluconate + Light Magnesium Carbonate with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

1.3, 3307(N).—Fs I TLHE T Tg THTETT & I+ 02 & vy + Rafim fagm $ir faa
gUF G (e <03 50 7997a THS T gl 47 §) F STINT F FACAT Fl ST g il FAT94T 8
Sarfah 3% A ¥ gefer fBaeT gueey §;

3T, Tl T g s o e affa gy =0 /e & = A e ot S 39 Aees
afafa 7 29 THSTHT FT Tohe = TET AT

3T, Sirofer qereieht FeTgaTe are ° ot 39 RS it St Y ofF s fRrwrfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer 78l 81 T30 URSHT & Al &1 SIaH g1 9haT gl od: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg F3A7 sEeds g1 ST F A9 § T@d gy, AN § Gy o 9w F IR i
Fat 3 arer BT off s 7 AR ar e s 985§ ) ao, FEe g 26% F i
statrer s it fRrerfer £ STt 87

AT IH AT TReTehl TATGHRIT dTe T AT F ST 9T, Feal T ACHT AT Tg THITH 8l
S o7 fF 2o O S arwfer F wree 39T & forw faseg & foro fafawtor, e e fagwor & wiafuey
F7q gu =8 fAfafag wear o= Ra & sraea s aefi=h= 2;

Ad: AT, Fra T TR, AT 3T TOTLT AT ATATH, 1940 (1940 F7 23) it €T 26%F FIT
TET ARAT T TIRT Fd g0 AT STANRT & (0 e T979 & TaAr + e e € arge swier & &g %
foro At A s e 1 gfafug w5t 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3307(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Aloe + Vitamin E Soap is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Aloe + Vitamin E Soap with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

F1.3T. 3308(3).— FralT TLEHT FT T THTLTE Bl T 97 fF qifEas A= AeiHeeie +
et Aty f Fag gus g9 (B <08 $9% 9997 THRSHT Figl 9T §) o ST wqedl &
ST B T HHTaAT g ST 3<h Aot  qeierd fasmed 3uersy g;

3T, Tl T g s o e affa gy =0 /e & = A e ot S 39 Aees
afafa 7 29 THSTHT FT Tohe = TET AT

3T, Sirofer qereieht FeTgaTe are ° ot 39 RS it St Y ofF s fRrwrfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer 78l 81 T30 URSHT & Al &1 SIaH g1 9haT gl od: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg F3A7 sEeds g1 ST F A9 § T@d gy, AN § Gy o 9w F IR i
Fat 3 arer BT off s 7 AR ar e s 985§ ) ao, FEe g 26% F i
statrer s it fRrerfer £ STt 87

AT IH AT TReTehl TATGHRIT dTe T AT F ST 9T, Feal T ACHT AT Tg THITH 8l
ST 92 foF 39T | I MWl o HTHE SYANT & forw foseg & forg fAfRmtor, B i fAawor @ afaftey
F7q gu =8 fAfafag wear o= Ra & sraea s aefi=h= 2;

AA: TS, el T TLHRL, ST T T AR A=, 1940 (1940 1 23) T 91T 26%F FTT
Y& ATRAT T TART Fd g0 AW ITART & o0 Ted 91 & QA A A + Tar
Ayt & faera & forw ffRwtorn, e sie feawr = sfafvg w7 21

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3308(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Povidone lodine+ Metronidazole + Aloe is likely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Povidone lodine + Metronidazole + Aloe with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)



26 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(ii)]

srfergEAT

T2 faedt, 2 ereq, 2024

FL.3T. 3309(A).— FralT FTHT & Tg qHTYE g7 I+ ¥ T waferw ufie + & & sitaa +
dfafafes e + oy + S st + e + Siear staw + Refae € + 99 e [
GUF 9o (P8 s98 38 J997d UHS [HT T 4T §) F START & e A1 ST g i THEET 8
ST ITh AT & qIerd AT 3ued &,

AT, Fral T AR g s v farers afefa grr =8 amwer it = &1 T2 off 3w 3% e
A § =7 TR i aEE wET v

AT, ey Tt TATEHRE are F off 36 THSHT Y S iy ofF sfiw fRrwrfver &t B “zo wwSet
H Siqface STaadl AT s AThcd 17 iT=cT Al gl TH THSHT § AISAT HI SITEH g Tl gl T ATTH
SHfRa #, sirafer s yames arafy srfarfa=ra 1940 #Y amer 26% F stefiw o uwSieht  fafawtor, fasm =
faawor &t gfaftg F3A7 AEed® g1 ST F AF § T@d gu, ANAT § el |1 T 6 ITART 6Hr
FIATT & ATl ToRelt T T &7 [Aaae a7 e =T 9861 § | 390, Fad 971 26F & oTeiT
sfatrer Fwe Y e i sy 27;

AT ITH SATTTE Theeh] AATGRIT dTS i TRIRILT o ST IT, Feald AEHIL AT Tg THTETT &l
ST 97 foF 29 ® I Wt % wrae SvEeT F o s & forg Rt e s e @ afaftey
Fd g0 =0 AT F3A1 99 Ba | Saeqs i qe =i &;

AT T, FealT TLHL, ST T T AT Afafa=ra, 1940 (1940 1 23) Y &T=T 26%F gTT
TaT AREAT F TART Fd g0 q99 ITAN & o weifes g + & & sfaa + et gie +
TdAeRT + & SAfFTss + TAE + Seer Jtad + @@ € + 90 8o & g & o &,
e sfiT aaeor & giva w1 Sfaftg w2l

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3309(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Azelaic acid + Tea Tree Oil + Salicylic acid + Allantoin + Zinc
oxide + Aloe vera + Jojoba oil + Vitamin E + Soap noodles is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Azelaic acid + Tea Tree Oil + Salicylic acid + Allantoin + Zinc oxide + Aloe vera + Jojoba oil + Vitamin
E + Soap noodles with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 ereq, 2024

F.3T. 3310(37).— Frs1 HGHT &1 Tg AT 27 9 9¢ o girenumeRe + genedy fAag
gUF G (e <03 50 7997a THS T gl 47 §) F STINT F FACAT Fl ST g il FAT94T 8
Sarfa 3% A F gefera faeT gueey §;

3T, Tl T g s o e affa gy =0 /e & = A e ot S 39 Aees
afafa 7 29 THSTHT FT Tohe = TET AT

3T, Sirofer qereieht FeTgaTe are ° ot 39 RS it St Y ofF s fRrwrfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer 78l 81 T30 URSHT & Al &1 SIaH g1 9haT gl od: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg F3A7 sEeds g1 ST F A9 § T@d gy, AN § Gy o 9w F IR i
Fat 3 arer BT off s 7 AR ar e s 985§ ) ao, FEe g 26% F i
statrer s it fRrerfer £ STt 87

AT IH AT TReTehl TATGHRIT dTe T AT F ST 9T, Feal T ACHT AT Tg THITH 8l
ST 92 foF 39T | I MWl o HTHE SYANT & forw foseg & forg fAfRmtor, B i fAawor @ afaftey
F7q gu =8 fAfafag wear o= Ra & sraea s aefi=h= 2;

;TS Feal T LRI, AT T T@Te qrady Afearf==w, 1940 (1940 7 23) #¥ 91T 26% FIT
& ITRRAT T TN FTd g0 A1 STANT 6 {0 qEed THTE T TTSIHATS (4 + TSI oie & &
F foro ffamtor, s i oo #r afafog s 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3310(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Azithromycin + Adapalene is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Azithromycin + Adapalene with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

FLAT. 3311(A).—F =T TCHT T g THTTT 2 4 T2 ¢ F FATHET + TAT + TAIS
Aty $ir fPaa gae g (P 3ad 389 999Ta THE T Hgl 97 §) F ST F JoA1 F1 JaT 2
T GATIAT & TIF Ih ST F e faheT I B,

3T, Tl T g s o e affa gy =0 /e & = A e ot S 39 Aees
afafa 7 29 THSTHT FT Tohe = TET AT

3T, Sirofer qereieht FeTgaTe are ° ot 39 RS it St Y ofF s fRrwrfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer 78l 81 T30 URSHT & Al &1 SIaH g1 9haT gl od: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg F3A7 sEeds g1 ST F A9 § T@d gy, AN § Gy o 9w F IR i
Fat 3 arer BT off s 7 AR ar e s 985§ ) ao, FEe g 26% F i
statrer s it fRrerfer £ STt 87

AT IH AT TReTehl TATGHRIT dTe T AT F ST 9T, Feal T ACHT AT Tg THITH 8l
ST o¥ T 2o § SF AWty % wrea AT & o few & oo fafawtr, e siie fAaeor &y wiafuey
F7q gu =8 fAfafag wear o= Ra & sraea s aefi=h= 2;

AA: TS, el T TLHRL, ST T T AR A=, 1940 (1940 1 23) T 91T 26%F FTT
Y& ARRAT FT AN T g0 T START & o0 Ted TH1E T FATAIRA + TAT + TATSIZA SN &
e % foro fafamtor, fasrer siw e v wfafog w5t 21

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3311(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Calamine + Aloes + Allantoin is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Calamine + Aloes + Allantoin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT
T2 faeett, 2 3red, 2024

L. 3312().—FvslT TCHE FT Ig TETEMT 27 91 9 FF S + R¥Agregmrs
g IEe + Tal + Faads + #qx siwfar it Paa g daee (G sad s0% ge=ma uwe It Fgr
AT §) F STANT A TASTT T ST g T TTTAAT § STaTh I AT o Fererd fasheT Iqesy 2;

3T, Tl T g s o e affa gy =0 /e & = A e ot S 39 Aees
afafa 7 29 THSTHT FT Tohe = TET AT

3T, Sirofer qereieht FeTgaTe are ° ot 39 RS it St Y ofF s fRrwrfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer 78l 81 T30 URSHT & Al &1 SIaH g1 9haT gl od: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg F3A7 sEeds g1 ST F A9 § T@d gy, AN § Gy o 9w F IR i
Fat 3 arer BT off s 7 AR ar e s 985§ ) ao, FEe g 26% F i
statrer s it fRrerfer £ STt 87

AT IH AT TReTehl TATGHRIT dTe T AT F ST 9T, Feal T ACHT AT Tg THITH 8l
ST 92 foF 39T | I MWl o HTHE SYANT & forw foseg & forg fAfRmtor, B i fAawor @ afaftey
F7q gu =8 fAfafag wear o= Ra & sraea s aefi=h= 2;

AA: TS, el T TLHRL, ST T T AR A=, 1940 (1940 1 23) T 91T 26%F FTT
YET AfRdl F OTAN TG gU HEE ITAN & [0 TEed TA9E T damdEg + ReAgegmea
ERSIFAIUEE + WAl + e+ + & Ay & g & forg Ao, G s B« afafig
FLAT Bl

[T, €. THF-11035/53/2014-ST0RaTHT (ATT-1V)]
T[S TYTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3312(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Calamine + Diphenhydramine Hydrochloride + Aloe +
Glycerine + Camphor is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Calamine + Diphenhydramine Hydrochloride + Aloe + Glycerine + Camphor with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

F3M. 3313(37).— FexlT TTHT HT Ag THTLTE 27 S 92 T Frchiqay + N stemee +
wH Aty f Faa gus e (G 398 580 7997a THS Y FgT ™7 §) F ST § Aqeai &l
ST B T HHTaAT g ST 3<h Aot  qeierd fasmed 3uersy g;

3T, Tl T g s o e affa gy =0 /e & = A e ot S 39 Aees
afafa 7 29 THSTHT FT Tohe = TET AT

3T, Sirofer qereieht FeTgaTe are ° ot 39 RS it St Y ofF s fRrwrfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer 78l 81 T30 URSHT & Al &1 SIaH g1 9haT gl od: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg F3A7 sEeds g1 ST F A9 § T@d gy, AN § Gy o 9w F IR i
Fat 3 arer BT off s 7 AR ar e s 985§ ) ao, FEe g 26% F i
statrer s it fRrerfer £ STt 87

AT IH AT TReTehl TATGHRIT dTe T AT F ST 9T, Feal T ACHT AT Tg THITH 8l
ST o¥ T 2o § SF AWty % wrea AT & o few & oo fafawtr, e siie fAaeor &y wiafuey
F7q gu =8 fAfafag wear o= Ra & sraea s aefi=h= 2;

;TS Feal T LRI, AT T T@Te qrady Afearf==w, 1940 (1940 7 23) #¥ 91T 26% FIT
& IIRRAT T AN F3d g0 A1 STANT % [T qied TH1F & FAChHE + [is iedmse + &=
arfer ¥ o & forg fafawtor, fe siv g & afafus w7t 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3313(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Chlorphenesin + Zinc oxide + Starch is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Chlorphenesin + Zinc oxide + Starch with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)



[$TRT [I—=vE 3(ii)] T T TSI © T 31

srfergEAT

T2 faedt, 2 sreq, 2024

F.3T. 3314(N).— Fealq TLHIT HT A AT 27 S 97 B FAeemmefR wiehe + RS wfiee
Aty $ir fPaa gae g (P 3ad 389 999Ta THE T Hgl 97 §) F ST F JoA1 F1 JaT 2
T GATIAT & TIF Ih ST F e faheT I B,

3T, Tl T g s o e affa gy =0 /e & = A e ot S 39 Aees
afafa 7 29 THSTHT FT Tohe = TET AT

3T, Sirofer qereieht FeTgaTe are ° ot 39 RS it St Y ofF s fRrwrfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer 78l 81 T30 URSHT & Al &1 SIaH g1 9haT gl od: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg F3A7 sEeds g1 ST F A9 § T@d gy, AN § Gy o 9w F IR i
Fat 3 arer BT off s 7 AR ar e s 985§ ) ao, FEe g 26% F i
statrer s it fRrerfer £ STt 87

AT IH AT TReTehl TATGHRIT dTe T AT F ST 9T, Feal T ACHT AT Tg THITH 8l
ST 92 foF 39T | I MWl o HTHE SYANT & forw foseg & forg fAfRmtor, B i fAawor @ afaftey
F7q gu =8 fAfafag wear o= Ra & sraea s aefi=h= 2;

A T, Fea T TLRIL, AT ST TETLT AT AT, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN X g0 Hd START & o1 e T9Td | s ™Ts & wivhe + [iw wHfiee
arfer ¥ o & forg fafawtor, fe siv g & afafus w7t 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3314(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Clindamycin Phosphate + Zinc acetate is likely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Clindamycin Phosphate + Zinc acetate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T, 3315(37).— FeT TLHT FT T THTLTT g1 T 9T {3 AT SN+ FHFATFRAIUES + STk
aroter & R g g (S so# 59 TTa RSN gl 4T §) F ST9ET F Teat # ey g
T GATIAT g TF Ih AU F e faheT I 3,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T sfufer qerereht gargeae a7 ot S TwSIE it s i oft s R f oft & 2w
TRSE § safae srazat &1 wrg FHirefa sifeer 781 81 20 UTHSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
& srwta 3 arer freft oft swerre 1 RfReme = Rdew e 781 &)1 zater, Fa oy 26% F 9=
statrer s it fRrerfer £ STt 87

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST 9 foF 9T H IF AW F gTEa 3TN & forw s o forw fafemtr, B s g & wiafvsg
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A AT, HalT THIE, AT 3T TR rRdT Atearf=aw, 1940 (1940 =1 23) #FT 9T 26%
FIT W& QTRAT &1 AT FXd g, AT ST & (o7 ITHT SS9 SHATFRAIIEE + Sofleh Soier & fomT
= foru fafawtor, e siie Ao &t a T9ma 7 giafug w3t gl

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3315(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Gamma Benzene Hexachloride + Benzocaine is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Gamma Benzene Hexachloride + Benzocaine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)



[$TRT [I—=vE 3(ii)] T T TSI © T 33

srfergEAT

T2 faedt, 2 sreq, 2024

F.3T. 3316(37).— FxT TLHTT HT Tg THATHTT &l ST I TJHIATHTS gIas [Fse + ST
+ AT + FFRT + FeATERT AT F Faa gurs gaew (P sod 8% 719 The Y FgT 1497 8) %
START & FATT T ST ZIA 6T TATAAT § ST 1h I i % qeierd e 3uersy g;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE § safae srazat &1 wrg FHirefa sifeer 781 81 20 UTHSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
& srwta 3 arer freft ot swerre 1 iR = Pdew =g 781 &)1 zater, Fa gy 26% F aefiv
statrer s it fRrerfer £ STt 87

AT ITH AT TR TATSHIT TS i IR F M UL, Fald ThIT HT Tg THILTT &l
ST 9 foF 9T H IF AW F gTEa 3TN & forw s o forw fafemtr, B s g & wiafvsg
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A T, FATT LRI, AU ST T IR AT, 1940 (1940 w1 23) Fr T 26%
BT Y& QTRAT &1 AN F3d g0, AT STANT o (o0 @ |THTET gISg RAIISS + SHERT + 3=1d +
FFHT + FeATSIAA At & oo & foro fAfAwt, fee siw B i @i sama & gfafog #dr g

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3316(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine hydrochloride + Diacerein + Menthol +
Camphor + Capsaicin is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Glucosamine hydrochloride + Diacerein + Menthol + Camphor + Capsaicin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3317(31).— F=IT TLHTT FT T THTLTT BT A IT grasreriig=T 2.0%w/w + sfiaerse
AT 5.0% wiw + siiaiaesa 30% wiw St £ Faa g @ae (i o 38 o1ma
THSIHT FZT AT §) & STIRT H TACAT &l SAMTGH I I HHTEAT g STafeh I<h HUrer % qeierg fasmed
STAEH &,

AT, F1T AL FIT A Ua faeros afafa g = ame & = i 1 ofT o 39 e
afafa T =7 THSHT T Tehg A AT 9T,

AT, Srufer oAt qeTgRre a7 off 36 TSl i o= Fr off s Rrerfer & off fF =
TRSHHT | SqATAE SAFTAl T hls (AR T =T Al gl 39 THS E1  ATCAT &l I gl aahdl gl 37
FTIF TR |, e ¥ goree arnft dfafaay 1940 £t 97 26F F 1= =0 uwwSrHT & Afawior,
o = faawor &t wfaftg F3A7 saeds g1 U & e\ § vad gu, At # Rl off wwe F 3w
T SATATT < AT et ST TR T A=A A7 Reed ==eTa 981 § | S, Fad o120 26% & T
sfatrer s Y fRrerfer i ey 275

T ITH AT TRl TATGHIT TS il TRRITLLT 6 T UL, Fald AEhL AT Tg TH1ETT &l
=TT R Io T I Wiy F wre suEeT F forw e #F foro ffRmior, B sie e @ afooy
Fd g0 =0 AT F3AT 99 Ba | Saeqs i a9 =i &

qd: N, F 1T TCRIL, AT T AT ATy srferf==w, 1940 (1940 1 23) #F¥ &7 26%F FIT
S oTfxRal T YART #3d gU, AT9d ST & oy gragaifaaie 2.0%w/w + siiaersd A fmTe
5.0% Wiw + St 30% w/w SISt & fasrar & foro fafamiorn, BT s fBaeor & ia a9 e &
gfafug Fdt 21

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3317(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Hydroxyquinone 2.0%w/w + Octyl Methoxycinnamate 5.0%
w/w + Oxybenzone 30 % wi/w is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Hydroxyquinone 2.0%w/w + Octyl Methoxycinnamate 5.0% w/w + Oxybenzone 30 % w/w with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FT.3M. 3318(31).— F51T TR T T THTLTT 21 ST T KA + [N Ry + &-
& 9eier + & & stEe + Tere st i R gus g (R 08 3899 oama ThE Rt #igr /@ 8)
START & FATT T ST ZIA 6T TATAAT § ST 1h I i % qeierd e 3uersy g;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSTHT H Aq(He sagdl &7 Frs Hhe 17 it 78l g1 30 THRSTET F AGeA &l SIad gr gahdT g1 9d:
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
& st o arer et oft wepre & RfRame ot fMdam =t 981 8 | Zaten, FEe o 26% & el
starorer e Y fRrerfer & ey 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST UT R I T I MWl F wIEE SUANT * forw faw & forw fafawior, fEeea s feaeor @ afauy
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

Ad: AT, HaIT TR, AT ST THATEA qTHIAT AT =97, 1940 (1940 F1 23) FT &1 26% FIT
T ATRAT FT TART Fd gU, AT STAN & g werwmrse + Niw i + fa=me + & &
AT + TS AwiE F oo 3 o FfRwtor, B sie frawor i ia yam= F yfafug w8l

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3318(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ketoconazole +Zinc Pyrithione +D-Panthenol +Tea Tree Oil
+Aloes is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Ketoconazole +Zinc Pyrithione +D-Panthenol +Tea Tree Oil +Aloes with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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.. 3319(37).—F=1T ALHRTT FT T THTATT 2 T T2 P + Tea + R
wHfiee srute i R g e (G 38 30% T1a THSTHT Higl T §) F START § 7qeAl &l
ST B T HHTaAT g ST 3<h iofer & qeferd fosmed 3uersy &;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSTHT H Aq(He sagdl &7 Frs Hhe 17 it 78l g1 30 THRSTET F AGeA &l SIad gr gahdT g1 9d:
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
& st o arer et oft wepre & RfRame ot fMdam =t 981 8 | Zaten, FEe o 26% & el
starorer e Y fRrerfer & ey 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST UT R I T I MWl F wIEE SUANT * forw faw & forw fafawior, fEeea s feaeor @ afauy
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A AT, HalT THIE, AT 3T TR rRdT Atearf=aw, 1940 (1940 =1 23) #FT 9T 26%
FT T&< ARRAT AT TANT #3d g0, I SUF0 & o0 HerwMTsie + TaE + fHerf@s v vdiee awfy
& T % foro fafamtor, e sie feawor it @a w9 & wiafig F#dt 2)

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3319(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ketoconazole +Aloe vera+ Vitamin A Acetate is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of
drug FDC of Ketoconazole +Aloe vera+ Vitamin A Acetate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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3. 3320(37).— Fe1T TLHTT FT TZ THTLTT BT ST T HRIATAIT + Tl + SSNER sfer
£ g g e (G o 9% v ThRd Fg1 4T §) F START F aqeAl F S g
TATAAT g SaTh I AT F geierd Hwed 3Ty 2;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSTHT H Aq(He sagdl &7 Frs Hhe 17 it 78l g1 30 THRSTET F AGeA &l SIad gr gahdT g1 9d:
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
& st o arer et oft wepre & RfRame ot fMdam =t 981 8 | Zaten, FEe o 26% & el
starorer e Y fRrerfer & ey 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST UT R I T I MWl F wIEE SUANT * forw faw & forw fafawior, fEeea s feaeor @ afauy
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A T, FATT LRI, AU ST T IR AT, 1940 (1940 w1 23) Fr T 26%
FT Y& ARRAT H TIRT Fd gU, AT STINT & (7T FelhATaied + TAT + SIS oy & @@ &
form e, o sl {aer &1 a o | giafug w3 g

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3320(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ketoconazole +Aloes + ZPTO s likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of
drug FDC of Ketoconazole +Aloes + ZPTO with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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F3AT. 3321().— FETT ALHIT FT Tg THTITT T AT I FIforh TAE + A + AlfFeAlae +
ferfm € + weadt sty it e gus d9ee (BE 99 @& w1 RS Fign T4 §) F ST o
ST &l STEH G T TATAAT & T 3h SHUTE F FRIET faheT Iuasd g,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE F e sraaat &1 wrg FHfreta sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 ekt 21 o
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasfr = faaeor it afatryr AT s 81 SN & e ® TEd gu, At 7 B oft weh F 3w
F st o arer et oft wepre & RfRmwe o fMdam =t 981 8 | Zaten, FEe o 26% & i
st Fee Y T it et 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST UT R I T I MWl F wIEE SUANT * forw faw & forw fafawior, fEeea s feaeor @ afauy
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A T, FATT LRI, AU ST T IR AT, 1940 (1940 w1 23) Fr T 26%
FT Y& TRl &1 YART Hi3d g0, AT9d STANT % {70 diford TiEe + sgfed + sifaeatwe + Rfef@a <
+ TAST AT F foora & forw Ao, e e fEawr i @ wama & sfafog F:7dT 8)

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3321(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Kojic Acid +Arbutin +Octinoxate +Vitamin E + Mulberry is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Kojic Acid +Arbutin +Octinoxate +Vitamin E + Mulberry with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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F3T. 3322(3N).— Fo1T HLHT FT T THTATT 2 S 9¢ A TP + FoTeaT + =i +
T i £ P g g (B 39 30 Tara THSRN Fg1 =97 §) F ST F At gqeat w
ST B T HHTaAT g ST 3<h Arofe & qeierd fesmed 3uersy g;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE F e sraaat &1 wrg FHfreta sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 ekt 21 o
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasfr = faaeor it afatryr AT s 81 SN & e ® TEd gu, At 7 B oft weh F 3w
& srwta 3 arer freft ot swerre 1 iR = Pdew =g 781 &)1 zater, Fa gy 26% F aefiv
st Fee Y T it et 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST UT R I T I MWl F wIEE SUANT * forw faw & forw fafawior, fEeea s feaeor @ afauy
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A AT, HalT THIE, AT 3T TR rRdT Atearf=aw, 1940 (1940 =1 23) #FT 9T 26%
FT W& QTRAT &1 AT FXd g, AT ST & (o7 A6 + FATSAT + A= + HYL AW &
foer & forw fafamior, foer s faaeor & @ swme & stafug w3t 2

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3322(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Lornoxicam +capsaicin +menthol+ camphor is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Lornoxicam + capsaicin + menthol + camphor with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)



40 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(ii)]

srfergEAT

T2 faedt, 2 sreq, 2024

F.3M. 3323(3).— Fl T TLHT AT g TUTLTT I A9 9T AaHT + Rhawase +
sferm oY + Averter + Rramee dffde sofyr i Rag g gaew (G @3 @ v o
FET AT E) F STINT H TSN T SAITEH ZI T GATAAT § T Ih AT % LT fAohed IuaeH 2,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE F e sraaat &1 wrg FHfreta sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 ekt 21 o
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasfr = faaeor it afatryr AT s 81 SN & e ® TEd gu, At 7 B oft weh F 3w
F st o arer et oft wepre & RfRmwe o fMdam =t 981 8 | Zaten, FEe o 26% & i
st Fee Y T it et 27

AT IH AT TR TATSHIT TS i BT F M UL, Fald THIT HT Tg THIETT &l
ST UT R I T I MWl F wIEE SUANT * forw faw & forw fafawior, fEeea s feaeor @ afauy
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A AT, HalT THIE, AT 3T TR rRdT Atearf=aw, 1940 (1940 =1 23) #FT 9T 26%
FT Y& AREAT &1 TANT Fd g0, AT9d STAN & o7 At + Raseeeee + afaaw o
+ Al + e @fefRete siwfar % g & foro ffamiorn, B s fAaer & @i e @ gfafog
FLAT Bl

[T, €. THF-11035/53/2014-STTRaTHT (ATT-1V)]
T[S TYTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3323(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Lornoxicam + Thiocolchicoside +Oleum Lini +Menthol +
Methyl salicylate is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Lornoxicam + Thiocolchicoside +Oleum Lini +Menthol + Methyl salicylate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T, 3324(3T).— FETT TTHT FT Tg THTTH 2l ST IT HAeATA + TAGT Siaeher & suter i
R g gaee (B8 o8 9% v THSRY FgT 47 8) F SUINT AT A SR g 6y
TATAAT g SaTh I AT F geierd Hwed 3Ty 2;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE F e sraaat &1 wrg FHfreta sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 ekt 21 o
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasfr = faaeor it afatryr AT s 81 SN & e ® TEd gu, At 7 B oft weh F 3w
& srwta 3 arer freft ot swerre 1 iR = Pdew =g 781 &)1 zater, Fa gy 26% F aefiv
st Fee Y T it et 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST UT R I T I MWl F wIEE SUANT * forw faw & forw fafawior, fEeea s feaeor @ afauy
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A A, FalT TLRL, AT AT TATET Gt ATA=am, 1940 (1940 7 23) Fit 41T 26F T
Y& ARl FT AN Fd gU, A9 ST & o0 Aeqier + QoAra<T ifdsd siure & [&#g & o
fafawtor, s sl faawor &t a w9 7 wfafug Fdt 8l

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3324(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Menthol + Aloe vera Topical Spray is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Menthol + Aloe vera Topical Spray with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FAAT. 3325(H).— F5 1T LT T T AT &l T 9 Al + T wadiue + gaeq
ST + FATERv + R¥gregm™TE sufer f R gas g (P 308 38 T THeS T gl /@0
8) F ITANT F AISAT &l STEH G T GATAAT & TITF Ih SHUTEr F LI fahed SuTed g,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE F e sraaat &1 wrg FHfreta sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 ekt 21 o
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasfr = faaeor it afatryr AT s 81 SN & e ® TEd gu, At 7 B oft weh F 3w
& srwta 3 arer freft ot swerre 1 iR = Pdew =g 781 &)1 zater, Fa gy 26% F aefiv
st Fee Y T it et 27

AT I SUT T I AR TATZHL a1 i HEIT F A 9T, FxlT TR FT Tg
THTYTT 81 9 9% o S §  3<F Afer o Aa ITIRT o oo o & forg f@fRmtor, e s e
F1 gfatre F2q gu =& fAfRafia w97 Ra & smaegs e adi=im ¢;

A T, FATT LRI, AU ST T IR AT, 1940 (1940 w1 23) Fr T 26%
BT 9&T Ahdl FT TIART FXd g0, HHE ST & o7 #vaie + fore g=adiea + gaea a9 +
FAIfCA + R¥mgreg™mT= St F e % forg fAfAwtor, fEeer s fawor it i o § whatvg

A

FLAT Bl
[T, €. THF-11035/53/2014-STTRaTHT (ATT-1V)]
T[S TYTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3325(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Menthol +Lignocaine HCI +Aloe vera gel +Clotrimazole
+Diphenhydramine is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Menthol + Lignocaine HCI+Aloe vera gel + Clotrimazole + Diphenhydramine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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.. 3326(37).— FelT TTHE T Ig TUTLTT BT ST TL AT T3¢ + SATHTRRA +
LA THiEMTse + S aehe sufer £ Rag gus gae (G sod o w=ma gweEt gt
AT §) F STANT A TASTT T ST g T HWTAAT § STaTh I AT o Fererd fAasheT Iqesy 2;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE F e sraaat &1 wrg FHfreta sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 ekt 21 o
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
F st o arer et oft wepre & RfRmwe o fMdam =t 981 8 | Zaten, FEe o 26% & i
st Fee Y T it et 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST UT R I T I MWl F wIEE SUANT * forw faw & forw fafawior, fEeea s feaeor @ afauy
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A A, FalT TLRL, AT AT TATET Gt ATA=am, 1940 (1940 7 23) Fit 41T 26F T

TET ARAT T AN FIA gU, AT ST & (70 ATSAHIMTSIA AT5ee + SeTHISAT + RS e

THEATET + i athe Sty % o % forg fafaeto, e sfie fAaeor i @ia sama & afafug wdr
2l

[T, €. THF-11035/53/2014-STTRaTHT (ATT-1V)]

T[S TYTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3326(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Miconazole nitrate + Gentamicin + Fluocinolone Acetonide
+Zinc Sulphate is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Miconazole nitrate + Gentamicin + Fluocinolone Acetonide +Zinc Sulphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3327(3).— FaIT AR FT TZ THTLE BT A I AehAN +HeFemie safer £
R g gaee (B8 o8 9% v THSRY FgT 47 8) F SUINT AT A SR g 6y
TATAAT g SaTh I AT F Frard Fwed 3Ty 2;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE F e sraaat &1 wrg FHfreta sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 ekt 21 o
T At |, ot e yamae arasft srfafaaw 1940 £ gy 26 F stefi= = wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
& srwta 3 arer freft ot swerre 1 iR = Pdew =g 781 &)1 zater, Fa gy 26% F aefiv
st Fee Y T it et 27

AT ITH AL THATRT TATZHTL TS hl IR oF AT UL, T TLRTE KT TG THTLTT BT AT
o7 o 39 § 36 Al o "ea 39T & forw e & o AR, e s [awer i afaue Fd gu
=0 AR Fwar 99 Ba # smaege siw a3i=i+ 2;

A A, FalT TLRL, AT AT TATET Gt ATA=am, 1940 (1940 7 23) Fit 41T 26F T
YET ARl T TIN Fd g, 9d 3TN & o A +HfefRswie Ay & &wg 5 o
fafawtor, s sl faawor &t a w9 7 wfafug Fdt 8l

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3327(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Miconazole +Tinidazole is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Miconazole +Tinidazole with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FL.AT. 3328(37).—FcT TLHTT T T AHTYT 2 I 97 A + qHAtaad + dAehiga
sruter i Raa g gare (i a9 39 TEATd UHSTHT gl =T §) % STIE § Teal &l SITaH g
T GATIAT g TF Ih AU F e faheT I 3,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE F e sraaat &1 wrg FHfreta sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 ekt 21 o
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
& srwta 3 arer freft ot swerre 1 iR = Pdew =g 781 &)1 zater, Fa gy 26% F aefiv
statrer s it fRrerfer £ STt 87

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST UT R I T I MWl F wIEE SUANT * forw faw & forw fafawior, fEeea s feaeor @ afauy
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A A, FalT TLRL, AT AT TATET Gt ATA=am, 1940 (1940 7 23) Fit 41T 26F T
Y& ARAT T TART Fd gU, AT STANT & forw eiaaiee +srfiafaas + siehige siute & @@ &
o fafamtor, e sie AT =1 @@ J9 e & gia g T g

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3328(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Minoxidil +Aminexil+ Alcohol is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Minoxidil +Aminexil + Alcohol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3329(H).—F1T TLHTT T AZ THTA Bl 99 I¢ AR + Tl Ufhe + a1
qTeRer siater & gee g (BE <68 <0% T8Ta THEHT gl ™7 §) % START § 7St &l
ST B T HHTaAT g ST 3<h Arofe & qeierd fesmed 3uersy g;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE F e sraaat &1 wrg FHfreta sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 ekt 21 o
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
& srwta 3 arer freft ot swerre 1 iR = Pdew =g 781 &)1 zater, Fa gy 26% F aefiv
st Fee Y T it et 27

AT ITH AL THATRT TATZHTT TS hl RIETTETT o ATETT UL, T GLRTE FT TG THTLTT 2T AT
o7 o 39 § 36 Al o "ea 39T & forw e & o AR, e s [awer i afaue Fd gu
=0 AR Fwar 99 Ba # smaege siw a3i=i+ 2;

A T, FATT LRI, AU ST T IR AT, 1940 (1940 w1 23) Fr T 26%
FT Y& TRl &1 YN i3d g0, 7199 S9N  foru fAifEaee + wefts oite + af qeder vy &
o & forg fRfamtor, faeeT s fAawer &1 @a T9Ta & Tiaivg wedl gl

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3329(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Minoxidil +Azelaic acid + saw palmetto is likely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Minoxidil +Azelaic acid + saw palmetto with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

T3, 3330(37).—FaT ALK FT Tg THI gl 9« 97 o PfeaEe +epfimt@aa aofd 5
R gus 3o (B =98 =o0% 79Ta URSTET 27 AT 8 ) % START F AqeAT &l SIfes g 6
TATAAT g SaTh I AT F geierd Hwed 3Ty 2;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
sfarorer e Y fRrrfer & st 27;

ITH ATTTEr THATRT TATZHTL TS il [ARTLETT F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

T T, FATT GLRTL, AT 3T T\Te aradT Aferf==w, 1940 (1940 =7 23) #T 41T 26%F
FT Y& ARl T TN Fd gU, HIAE STANT & o0 Aiaaiee +simiaae sty & s & g
fafamtor, R sie Rawr & i e & aRfvg w8

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3330(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Minoxidil +Aminexil is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Minoxidil +Aminexil with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

T3, 3331(3N).— FeIT TCHTT FT Tg TUTLTT 21 T 9T T YT St 7 37 + s g +
qifeaw weifda wivhe At  Faa gue g (S =08 =909 Ta1a THSHT gl 37 8 ) F STI0T
AT T SR G T GATEAT g STl 3h SUer o qRierd fasheT Iy 2;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
sfarorer e Y fRrrfer & st 27;

ITH ATTTEr THATRT TATZHTL TS il [ARTLETT F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

Fd: AT, FRIT TR, AT ST THTEA qTHIAT AT a9, 1940 (1940 F1 23) FT &1 26% T
Y& ARAT FT TART Fd g0, A START & (7T 912 G &7 % + Hiorh TS + GiieIH TEhitad
Hiehe A ter % fase ¥ forg Rffmin, R e g 5 @l s & siifvg st )

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3331 (E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Pine Bark extract+ Kojic acid +Sodium Ascorbyl Phosphate is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and the
said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that “there
is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Pine Bark extract + Kojic acid + Sodium Ascorbyl Phosphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

T3, 3332(37).—Fs1 T TLHIE FT g THTT gF o7 92 fF Ay s + feffewie +
i gehe Aufy & Mg gus garee (S 397 T80 T27d TRSHT gl 3T 8 ) F ST § Aol &l
ST B T HHTaAT g ST 3<h iofer & qeferd fosmed 3uersy &;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
sfarorer e Y fRrrfer & st 27;

ITH ATTTEr THATRT TATZHTL TS il [ARTLETT F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

Fq: T, FATT LRI, AT ST T IR Afafaaq, 1940 (1940 w1 23) &t &7 26%
BT J& ARAT FT TART Fd g0, A 3740 + forw qifasie sy +f{swie + S aethe swfyr
% fawa % fore fafRwiorn, fasw sz R : gia e & whafvg F b )

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3332(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Povidone lodine +Tinidazole +Zinc sulphate is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Povidone lodine + Tinidazole + Zinc sulphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT
T2 faeett, 2 3red, 2024

F.3M. 3333(37).—Fe T ALHIT HT g THTA gf 9« 72 FF e amndia + e +
SFUAT A1 F g e (P SHH 30 747 URSHT 2l AT ¢ ) % STANT & Aol &l
ST B T HHTaAT g ST 3<h iofer & qeferd fosmed 3uersy &;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
sfarorer e Y fRrrfer & st 27;

ITH ATTTEr THATRT TATZHTL TS il [ARTLETT F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

dd: AT, halT THIL, AT 3T T rRdT Arear=aw, 1940 (1940 =1 23) #FT 9T 26%
FT Y& ARRAT & YINT Fd g0, I19d ITAN & o0 qiEas el + siFersiiea + SFquseie
Arwter % fosee & forg Rfawio, R ok e s @@ e & wfiftg w8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3333(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Povidone lodine + Ornidazole + Dexpanthenol is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Povidone lodine + Ornidazole + Dexpanthenol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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T2 faedt, 2 sreq, 2024

FLAT. 3334(H).—F=IT TLHT HT Tg AT 2 o= 1w fofHfes e + gae +
THATErRT + -1 rater & R g garee (S <08 =8 Ta1q TR #2118 ) & STIN H
ST &l STEH G T TATAAT & T 3h SHUTE F FRIET faheT Iuasd g,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
sfarorer e Y fRrrfer & st 27;

ITH ATTTEr THATRT TATZHTL TS il [ARTLETT F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

dd: AT, halT THIL, AT 3T T rRdT Arear=aw, 1940 (1940 =1 23) #FT 9T 26%
BT Y&T AREAT T TART Fd g, AT TN & fou dfafafes uffe + gaa + gaiesT + <i-
Ate ey % faskr ¥ forg Rfawi, R sk e s T e & afeftg w3 21

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3334(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Salicyclic acid +Aloe vera+ Allantoin +D-Panthenol is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Salicyclic acid + Aloe vera + Allantoin + D-Panthenol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

FT.3T. 3335(31).—Fe 1T TCRTT FT T AL 21 ST+ 77 % Rea< aemfeanem + wnEaeT
TIHME T + TARIET + TAAL oo + e € eiee sty & faa gas @3qem (e zod8 @0
TETT THSTHT gl AT 8 ) F STIRT A HSAT Kl ST ZI il TATAAT § T I AT  qierd
e IUeTeH €,

AT, F1T AL FIT A Ua faeros afafa g = ame & = i 1 ofT o 39 e
A § =7 TR i aEE wT v

AT, Srufer oAt qeTgRre a7 off 36 TSl i o= Fr off s Rrerfer & off fF =
TS § FATAE SqTAT FT 2 (A lhee T =T Tl g1 TH THSIET § ASHT il SITEH g qohal & 3
FTIF AR |, sirofer i gamee arnft sfafaay 1940 it 97 26F F 1= =0 uwwSrHT & Afawior,
o = faawor &t wfaftg F3A7 saeds g1 U & e\ § vad gu, At # Rl off wwe F 3w
T SATATT < AT et ST TR T [ATHFAT a7 Rae =TT 981 ¢ | S0, Fad 610 26% & e
Trorer e il FRrRTer it STt 87

ITH ATTTEr Tl TATZHIL TS I [ARILMT F AT TT, hald TR T Tg THILTT gl ST ¢
o 3o § 3% siruter o "rea T & forw faser & forw fafamtor, o sie faawor =1 witdrey #+2a gu es
fafFataa wear o= Ba 7 srasas o 96— §;

AT AT, FlT qCHIL, AT ST THTee aresdt srfarf=aw, 1940 (1940 =1 23) #T 4T 26%
BT Y& STTRT T T 7 g0, {394 & fore fRea geerRanfom + g Rt whme o
+ QAR + TAET S + [y € wdiee sty & s & forg [AfRatn, e six [faor & @
TTE & TAfvg FT gl

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3335(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Silver sulphadiazine +Chlorhexidine Gluconate solution
+Allantoin + Aloe vera gel +Vitamin E acetate is likely to involve risk to human beings whereas safer alternatives
to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Silver sulphadiazine +Chlorhexidine Gluconate solution +Allantoin + Aloe vera gel +Vitamin E acetate with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

F.3AT. 3336(37).—F= 1T TLHT FT I AT 21 o+ 9 o gifeaw dffiee + s qEme +
reREifFEs wefee oty  Faa gus g9 (R 208 2o 7a1a TwSHT Fgl T3 8 ) & ST F
ST &l STEH G T TATAAT & T 3h SHUTE F FRIET faheT Iuasd g,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
sfarorer e Y fRrrfer & st 27;

ITH ATTTEr THATRT TATZHTL TS il [ARTLETT F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

Fd: AT, FRIT TR, AT ST THTEA qTHIAT AT a9, 1940 (1940 F1 23) FT &1 26% T
YET ARAl FT FART Fd g0, HFE START & fow gifeaw @foffce + [iw wqawne + aeRefaas
THHTe Aty F fawr & forg RfRwto, R sik e i i o & shfvg w7 @t 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3336(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sodium salicylate + Zinc gluconate + Pyridoxine HCI is likely
to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Sodium salicylate + Zinc gluconate + Pyridoxine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

FT.3M. 3337(3N).—FET TLHT FT T2 T 27 T T T LSETEHAT + FfRed aehe
Arfer & P g g (B8 za1 30 72T TRSRT T 7 8 ) F START & Jeat 7 SeH g
T GATAAT B TaF I SO F FIera faheT Iursd g,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
sfarorer e Y fRrrfer & st 27;

ITH ATTTEr THATRT TATZHTL TS il [ARTLETT F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

T TS, FAlTT GLRTL, AT 3T ToTe qradT Aferf==w, 1940 (1940 7 23) #¥ 41T 26%F FIT
& ITRAT T TN FTd g0, A STANT & (o7 SETHTEE T + FHifelfeed aohe Sty & fawa & g
fafamtor, R sie Rawr & i e & aRfvg w8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3337(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Tetracycline + Colistin Sulphate is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Tetracycline + Colistin Sulphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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1.3, 3338(3).—FT T TLHTT T AZ THATATT 2T ST 9T FF FAHTRIT + JATSShAT AT
R gus 3o (B =98 =o0% 79Ta URSTET 27 AT 8 ) % START F AqeAT &l SIfes g 6
TATAAT g SaTh I AT F geierd Hwed 3Ty 2;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
sfarorer e Y fRrrfer & st 27;

ITH ATTTEr THATRT TATZHTL TS il [ARTLETT F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

T T, FATT GLRTL, AT 3T T\Te aradT Aferf==w, 1940 (1940 =7 23) #T 41T 26%F
BT Y& ARl T TN Fd g, HIAE STANT % (7T FATHIR + JaATSEh I srarer & fasa & forg
fafamtor, R sie Rawr & i e & aRfvg w8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3338(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Clomiphene +Ubidecarenone is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Clomiphene + Ubidecarenone with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FL.3T. 3339(3).— FEIT ALHT FT T THTLT BT I UT o FAHIGI qTeee + TSI
A T FiFg(he AT & Fg gus aaee (B =098 =09 T47q THRSHT F2l 47 8 ) % START |
ST &l STEH G T TATAAT & T 3h SHUTE F FRIET faheT Iuasd g,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
sfarorer e Y fRrrfer & st 27;

ITH ATTTEr THATRT TATZHTL TS il [ARTLETT F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

dd: AT, halT THIL, AT 3T T rRdT Arear=aw, 1940 (1940 =1 23) #FT 9T 26%
FT Y& R T AN Fd g0, AT STANT & (o7 FATHIRI AT + TETRATA dALE FT Hlahe
Arwter % fosee & forg Rfawio, R ok e s @@ e & wfiftg w8

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3339(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Combikit of Clomiphene Citrate + Estradiol Valerate is likely
to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Combikit Clomiphene Citrate + Estradiol Valerate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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T3, 3340(3T).—F4TT TLHTT FT g THTTT 21 I T T waiate TIEiud + A anas
Arfer & P g g (B8 za1 30 72T TRSRT T 7 8 ) F START & Jeat 7 SeH g
T GATAAT B TaF I SO F FIera faheT Iursd g,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
sfarorer e Y fRrrfer & st 27;

ITH ATTTEr THATRT TATZHTL TS il [ARTLETT F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

dd: AT, halT TLHIL, AT 3T T rRdT Atarf=aw, 1940 (1940 =1 23) #FT 9T 26%
FIT Y& SIRRAT FT TN F2d gU, A9 STAN & [0 FAdiade THEUe +3Nwiaarias e & fama
% fore fafRmtor, R sie R i i e & shfvg 7 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3340(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Flavoxate HCI +Ofloxacin is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Flavoxate HCI + Ofloxacin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)



58 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(ii)]

srfergEAT

T2 faedt, 2 sreq, 2024

FLAT. 3341(H).—FT TLHT HT Tg LM 21 I 9w F FAHhT qrEee +04A-
TReaes dufy % fug gus 99w (G =898 T9% 7979 THRSET Fgl 71 g ) & S99 J
HACAT T STTEH I T THTAAT & ST 376 AT F LA (e ITee 2,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
st e T fRrmTfer i ST 87

ITH ATTTEr THATRT TATZHTL TS il [ARTLETT F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

Fq: T, FATT LRI, AT ST T IR Afafaaq, 1940 (1940 w1 23) &t &7 26%
FT Y& ATRAT &1 TN Fd g0, IT9d ITANT & FATHIRI AT5¢e +UA-UHAeTsAeei sty & fawma
% fore fafRmtor, R sie R i i e & shfvg 7 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3341(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Clomiphene Citrate +N-Acetylcysteine is likely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Clomiphene Citrate + N-Acetylcysteine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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T3, 3342(37).—F5 1T HLHTL FT I THTATT 21 14 92 7o gaf« s 9o + Fie e s
Arfer & P g g (B8 za1 30 72T TRSRT T 7 8 ) F START & Jeat 7 SeH g
T GATAAT B TaF I SO F FIera faheT Iursd g,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
sfarorer e Y fRrrfer & st 27;

ITH TSN THATRT TATZHIL TS il [ARTILET F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

Fq: T, FATT LRI, AT ST T IR Afafaaq, 1940 (1940 w1 23) &t &7 26%
FT Y& AHAT HT TINT F3d g0, AT ITAN & (o0 FafeeT SEds ao + &ie forax s siwfer &
e % forg fRfAmtor, R o far w i i@ e & afifvg w6 21

[T, €. THF-11035/53/2014-STTRaHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3342(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Evening Primerose Oil +Cod liver oil is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Evening Primerose Oil +Cod liver oil with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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AT, 3343(3).— FIT TR FT g THTET 2 I 97 Reearfeer grgee + qrumafa +
- Safer % e gaes aaqee (S s00 530% 79719 TRSET gl T97 2 ) & START & 7oAl
T ST g1 T TWTIHAT & STafeh 3 STuier o qefera faseT Iuesy 2;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
sfarorer e Y fRrrfer & st 27;

ITH TSN THATRT TATZHIL TS il [ARTILET F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

Fq: T, FATT LRI, AT ST T IR Afafaaq, 1940 (1940 w1 23) &t &7 26%
FRT Y& IRl T YA F3d g0, J9d START & o0 [ReeHihe dTgee + UERA + TA-sSi«T
Arwter % fosee & forg Rfawio, R ok e s @@ e & wfiftg w8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3343(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sildenafil Citrate +Papaverine +L-Arginine is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Sildenafil Citrate +Papaverine +L-Arginine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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F3AT. 3344(N).— FETT TLHTL T Tg AT gf 99 72 T o v + aas ufie +
e 1 Ster & M goe d9ee (R S0 280 T TRS ET gl T47 2 ) F STAN § Aol 5
ST B T HHTaAT g ST 3<h iofer & qeferd fosmed 3uersy &;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TREE § safae sraaat &1 wrg it sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, it o yamas araft srfafaaw 1940 £ amer 26 F stefi= zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs =t 981 8 | Zaten, FEe o 26% & i
sfarorer e Y fRrrfer & st 27;

ITH TSN THATRT TATZHIL TS il [ARTILET F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o 29T § I AT & A= ITANT & g 3w & forg f@famior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=41 g,

Fq: T, FATT LRI, AT ST T IR Afafaaq, 1940 (1940 w1 23) &t &7 26%
FIT W& oIfhdl FT TINT F3d g0, 7199 U & fou St ufe +Amtas e e 1
Arwter % fosee & forg Rfawio, R ok e s @@ e & wfiftg w8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3344(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Tranexamic acid +Mefenamic acid + Vitamin K1 is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Tranexamic acid + Mefenamic acid + Vitamin K1 with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

FLAT. 3345(3).—FaT ALF HT Jg OHTATE BT 9 9 [ Ssaadeed diead +
ArFERTETaTST Srure f Faa gerE d@aree (S =08 =9 T91q TRSHT Fgl 7 8 ) F STINT 7
ST &l STEH G T TATAAT & T 3h SHUTE F FRIET faheT Iuasd g,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE § safae srazat &1 wrg FHirefa sifeer 781 81 20 UTHSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasfr = faaeor it afatryr AT e 81 SN & e ® TEd gu, At 7 BT off weh F 3w
F st o arer et oft wepre & RfRmwe ot fMdam = 981 8 | Zaten, FEe o 26% & i
st Fee Y T it et 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST o< T3 397 | 3% Swler & qe U & forw e % forw fafRmtr, o siw g @ afafvsg
Fd g0 2 [AfRafud Fear Said § sraead o qH/i=

A AT, HalT THIE, AT 3T TR rRdT Atearf=aw, 1940 (1940 =1 23) #FT 9T 26%
FT Y& ATRAT &1 AN Fd g0, A ST & (o7 STEaavivad QisaH + Siaqaraisars sure &
foera & forw fafamtorn, e sfie faaeor &t i s & sfaueg it 8

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3345(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Divalproex Sodium +Oxcarbazepine is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Divalproex Sodium +Oxcarbazepine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

T3, 3346(37).—FaT TLHT AT AZ THTHTT Bl AT U2 3 STEaaqivad Iiea¥ + Adfa@ed
rorfer it R g Sae (S8 =81 =0 TETd THSTET Fg7 7 8 ) 3 SUTET § Jea1 & SEq g
T GATAAT B TaF I SO F FIera faheT Iursd g,

3T, FF qRR g0 Heh uF faaws afufa g =0 ame it S 67 T2 oAt ST 3 &
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE § safae srazat &1 wrg FHirefa sifeer 781 81 20 UTHSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasfr = faaeor it afatryr AT e 81 SN & e ® TEd gu, At 7 BT off weh F 3w
F st o arer et oft wepre & RfRmwe ot fMdam = 981 8 | Zaten, FEe o 26% & i
st Fee Y T it et 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST 9 foF 9T H IF AW F gTEa 3TN & forw s o forw fafemtr, B s g & wiafvsg
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

Ad: AT, HaIT TR, AT ST THATEA qTHIAT AT =97, 1940 (1940 F1 23) FT &1 26% FIT
Y& QTRAT &1 ST FXd g0, AT STAN & o7 STEaasiiay qifedH +Adfaded Aty & f&wg &
o fafRmion, e sie AT = @ia s9 e & gfay w8l

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3346(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Divalproex Sodium + Levetiracitam is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Divalproex Sodium +Levetiracitam with immediate effect

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

FLIT. 3347(N).—FET AGHT FT T2 qEL 2F S+ 7¢ F WWilemmea ade + FhHq +
AR + MU Ade Aty F R gas gaem (B s0# 60 797a TR F27 737 )
FT ITINT F AT &l STTEH I T GATIAT g TF 3h SO F FRIE fasheT Iuers g,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE § safae srazat &1 wrg FHirefa sifeer 781 81 20 UTHSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasfr = faaeor it afatryr AT e 81 SN & e ® TEd gu, At 7 BT off weh F 3w
F st o arer et oft wepre & RfRmwe ot fMdam = 981 8 | Zaten, FEe o 26% & i
st Fee Y T it et 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST UT R I T I MWl F wIEE IUART * forw faw & forw ffawior, B siw feaeor @ afauy
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A AT, HalT THIE, AT 3T TR rRdT Atearf=aw, 1940 (1940 =1 23) #FT 9T 26%
BT Y& ARdl & IO Fd g0, AT ST F o0 Wiie™MTEd e + Fhia + e +
MU 89 & fomg & foro fAfamton, e s ferawor & @ g9 & wfaer w3t )

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3347(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ergotamine tartrate +Caffeine + Paracetamol
+Prochlorperazine maleate is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Ergotamine tartrate + Caffeine + Paracetamol + Prochlorperazine maleate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

F.AT. 3348().—FaIT ALEHIT HT Tg THTTE 2l 9 92 o fO@ed + R S o1& +
femaraTe srater it e g gaee (B T00 389 T27d TS ET gl T97 2 ) F STAN § AT H
ST B T HHTaAT g ST 3<h iofer & qeferd fosmed 3uersy &;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE § safae srazat &1 wrg FHirefa sifeer 781 81 20 UTHSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasfr = faaeor it afatryr AT e 81 SN & e ® TEd gu, At 7 BT off weh F 3w
F st o arer et oft wepre & RfRmwe ot fMdam = 981 8 | Zaten, FEe o 26% & i
At e it fRrewrfer i st 87

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST 9 foF 9T H IF AW F gTEa 3TN & forw s o forw fafemtr, B s g & wiafvsg
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A AT, HalT THIE, AT 3T TR rRdT Atearf=aw, 1940 (1940 =1 23) #FT 9T 26%
BT Y& TRl T TN 2 g0, HIAE STANT T fa@ed + R faeran s + Raaates sty
= T & form AR, o s foaer &1 @i s9 e & gfawer Fdt 8l

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3348(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Piracetam + Ginkgo biloba extracts + Vinpocetin is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Piracetam + Ginkgo biloba extracts + Vinpocetin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

T3, 3349(37).—Fal T TLHRTT T AZ THTHT g 97 92 {6 ey faeiiaT + reamsersiamartas
arorfer it e g ae (R 28/ 30 T9Td UHSTET Fg7 97 2 ) F STTRT § AGSTT T S| g
T GATAAT B TaF I SO F FIera faheT Iursd g,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE § safae srazat &1 wrg FHirefa sifeer 781 81 20 UTHSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
F st o arer et oft wepre & RfRmwe ot fMdam = 981 8 | Zaten, FEe o 26% & i
st Fee Y T it et 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST 9 foF 9T H 3F AW F gEa 3TN & forw s o forw fafemtr, B s g & wiafvs
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A AT, HalT THIE, AT 3T TR rRdT Atearf=aw, 1940 (1940 =1 23) #FT 9T 26%
FRT Y& ARl T I T g0, J9d START & fou Semn fadEr + MueasEa@e e
e & foro fafamior, foer sfie faaeor &1 @i s 7 wfafug w3t 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3349 (E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ginkgo biloba + methylcobalamin is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Ginkgo biloba + methylcobalamin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

FT.3M. 3350(37).— Fal= TLHTT KT Tg FHTET g7 o7 92 T R faeem + emsasementas
+ o fordes Ttie + tREiEas weftue awfar & Raa g 9w (G =98 9% o=
THSTHT Fgl TAT § ) F STIRT H TS I SEH g 6 TATAAT § Tk I ofd F qefera EweT
ITAH

AT, F1T AL FIT A Ua faeros afafa g = ame & = i 1 ofT o 39 e
afafa & = TESHT AT TRS I qTET o,

AT, Srufer oAt qeTgRre a7 off 36 TSl i o= Fr off s Rrerfer & off fF =
TRSHHT | SqATAE SFTAl T hle (AR T =T Al gl 30 THSE1  ATCAT &l ST gl Tl gl 3d:
FTIF TR |, e ¥ goree arnft dfafaay 1940 £t 97 26F F 1= =0 uwwSrHT & Afawior,
o = faawor &t wfaftg F3A7 saeds g1 U & e\ § vad gu, At # Rl off wwe % 3w
T SATATT < AT et ST TR T A=A 97 Reed == Ta 981 § | S0, Fad o120 26% & e
staforg e it Rrrfeer £ STt 87

T ITH AT TheATehl TATGHIT TS il TRRITLLT 6 e UL, Fald TEhT AT Tg TH1ETT ol
I 9 I H 3T AW F ga 3T # forw s F forw fRwto, B s e oy
Fd g0 =0 AT F3AT 99 Ba | Saeqs i a9 =i &

qd: N, F 1T TCRIL, AT T AT ATy srferf==w, 1940 (1940 1 23) #F¥ &7 26%F FIT
Y& ATRAl FT AN FEd g0, H9d STANT & forw et faarer + Fremsasemeieg e dss
tRRE + ueReEiEa it swfy & fBere & oo ffamton, e o fFaer & @ 9 e § JdavE
FAT B

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3350(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ginkgo biloba + methylcobalamin + Alpha lipoic acid
+Pyridoxine HCl is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Ginkgo biloba + methylcobalamin + Alpha lipoic acid + Pyridoxine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

FL.AT. 3351(H).— FATT TTHT FT Tg THTYTE 3l 99 92 o ™8T a1 + R fosar #r
@ o Aty A Faa g 9 (R 2899 38% T TRSET Fgl AT 8 ) F STAN F wGqedl w0
ST B T HHTaAT g ST 3<h iofer & qeferd fosmed 3uersy &;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE § safae srazat &1 wrg FHirefa sifeer 781 81 20 UTHSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
F st o arer et oft wepre & RfRmwe ot fMdam = 981 8 | Zaten, FEe o 26% & i
st Fee Y T it et 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST 9 foF 9T H IF AW F gTEa 3TN & forw s o forw fafemtr, B s g & wiafvsg
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A AT, HalT THIE, AT 3T TR rRdT Atearf=aw, 1940 (1940 =1 23) #FT 9T 26%
FTT Y& QTRAT &1 AT FXd g, AT ST & [or RrerEsT st + et faefiar &t gt sts wie &
e & foro fafamior, foer sfie faaeor &1 @i s 7 wfafug w3t 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3351(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ginseng Extract +Dried extract of Ginkgo Biloba is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Ginseng Extract + Dried extract of Ginkgo Biloba with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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srfergEAT

T2 faedt, 2 sreq, 2024

T3, 3352(3F).—F=1T TLHT FT T THTUTE 21 4 97 % AfFAfoe waeiue + GafiereT +
FhH A A P g gaee (S =88 T0% 7479 TRSIET Fgl 797 8 ) F START § aqedi &
ST B T HHTaAT g ST 3<h iofer & qeferd fosmed 3uersy &;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE § safae srazat &1 wrg FHirefa sifeer 781 81 20 UTHSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
F st o arer et oft wepre & RfRmwe ot fMdam = 981 8 | Zaten, FEe o 26% & i
statrer s it fRrerfer £ STt 87

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST 9 foF 9T H IF AW F gTEa 3TN & forw s o forw fafemtr, B s g & wiafvsg
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A TS, FATT GLRTL, AT 3T ToTe qradT Aferf==w, 1940 (1940 7 23) #¥ 41T 26%F FIT
TET STRRAT T AN F3d g0, 99 TN & (o AfFoe Taeie + IORe™ie + ShiT iy
e & foro fafamior, foer sfie faaeor &1 @i s 7 wfafug w3t 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3352(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Meclizine HCI+ Paracetamol + Caffeine is likely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Meclizine HCI+ Paracetamol + Caffeine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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F.3T. 3353(3T).— F=IT ALFHIT T Tg THTHTT 21 9 92 o Apania + fAaaad sofer £
R gus 3o (B =98 =o0% 79Ta URSTET 27 AT 8 ) % START F AqeAT &l SIfes g 6
TATAAT g SaTh I AT F geierd Hwed 3Ty 2;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE § safae srazat &1 wrg FHirefa sifeer 781 81 20 UTHSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
F st o arer et oft wepre & RfRmwe ot fMdam = 981 8 | Zaten, FEe o 26% & i
st Fee Y T it et 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
S UT R I T I MWl F wIEE SUART * forw faw & forw fafawior, B siw feaeor @ afauy
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A AT, HalT THIE, AT 3T TR rRdT Atearf=aw, 1940 (1940 =1 23) #FT 9T 26%
FT &< IRl &1 I F3d g0, AE IR & fou Aeanfes + R sty & fas & o
fafawior, fosr i fEawor &t a w9 @ wfafvg Fdt &

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3353(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Nicergoline + Vinpocetine is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Nicergoline + Vinpocetine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3354(3).—FH4T TLHT KT Tg TATAE 2l I+ 7w & Imr e+ e +
Rremeaaeiae st £ Rag gus gaee (B =08 203% 791a TRSH #2737 g ) F STIRT F
ST &l STEH G T TATAAT & T 3h SHUTE F FRIET faheT Iuasd g,

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE § safae srazat &1 wrg FHirefa sifeer 781 81 20 UTHSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
F st o arer et oft wepre & RfRmwe ot fMdam = 981 8 | Zaten, FEe o 26% & i
statrer s it fRrerfer £ STt 87

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST 9 foF 9T H IF AW F gTEa 3TN & forw s o forw fafemtr, B s g & wiafvsg
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

A AT, HalT THIE, AT 3T TR rRdT Atearf=aw, 1940 (1940 =1 23) #FT 9T 26%
FT Y& IRAT 7 I Fd gU, 9199 ITART o AT oo uiie + Rreasararta st
& fasa & forg e, e sl fEaeer &1 @i I919 § I uE Fdl 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3354(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Gamma Linolenic Acid + Methylcobalamin is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Gamma Linolenic Acid + Methylcobalamin with immediate effect

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3355(37).—aT TIHT KT Tg THTA 2l A1 9T o S fRufaHe +
TR wethe + Tt + forne wefieer siafar £ g g @9 (9 =99 =03 o
THSTHT Fgl TAT § ) F STIRT H TS I SEH g 6 TATAAT § Tk I ofd F qefera EweT
ITAH

AT, F1T AL FIT A Ua faeros afafa g = ame & = i 1 ofT o 39 e
afafa 7 =8 THSHT T T qTET 2T,

AT, Srufer oAt qeTgRre a7 off 36 TSl i o= Fr off s Rrerfer & off fF =
TRSHHT | SqATAE SFTAl T hle (AR T =T Al gl 30 THSE1  ATCAT &l ST gl Tl gl 3d:
FTIF TR |, e ¥ goree arnft dfafaay 1940 £t 97 26F F 1= =0 uwwSrHT & Afawior,
o = faawor &t wfaftg F3A7 saeds g1 U & e\ § vad gu, At # Rl off wwe % 3w
T SATATT < AT et ST TR T A=A 97 Reed == Ta 981 § | S0, Fad o120 26% & e
sfatrer s Y e i sy 27;

T ITH AT TheATehl TATGHIT TS il TRRITLLT 6 e UL, Fald TEhT AT Tg TH1ETT ol
I 9 I H 3T AW F ga 3T # forw s F forw fRwto, B s e oy
Fd g0 =0 AT F3AT 99 Ba | Saeqs i a9 =i &

A AT, Fa T AL, AT ST THTee aresft srferf=aw, 1940 (1940 =1 23) #T 4mr 26%
FT T 9TfRaT T T9RT F3d g0, AT ITF F o SeeHiemes Rfifiame + Ramsfe gk +
FANCAAIT + T TaEITe SN & s & forw Efamton, e s Baer i a w6 ¥ s
Tl g

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3355(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Beclomethasone Dipropionate + Neomycin Sulphate +
Clotrimazole + Lignocaine HCI is likely to involve risk to human beings whereas safer alternatives to the said drug
are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Beclomethasone Dipropionate + Neomycin Sulphate + Clotrimazole + Lignocaine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FT.3M. 3356().—FaiT TLHT HT Tg THTLTT gl I+ 92 T i ufee + fhargashre
TAHITH + TRAAT ATSee + AT + FFH Aquter ir o g dare (B =0d =0 7419
THSTET FZT AT ) F ITANT H AICAT &l STITEH I il G9TEAT & SAaieh I SIrarer o qrerd
e Iuersy &;

3T, FEE T g A uF faows afufa gmer =0 9 it S A T off 3T 3
faorest #fafa 7 =0 uwStEt v T wET

T, SATTTE THAThRT TATZHIE TS o AT I<F THSTET 0l ST 00 AT 3T FAprier #i off &
‘T TRSTHT § AGE TaTAl AT Tl (A0 17 =T Aol gl T THSTET o AT Fl ST gl
THAT 2| A SATIF T2 |, AT T THTET AT ATTIT 1940 FT &7 267 % T =7
wHREET & fafaato, w71 fGawer i afaug #3471 daed® g1 I & A § T@d g,
Tt # fEt oft g & I i st a9 At T oft g w9 AEae
ITIET Al 8 | THTU, hael &TeT 26% F e Tfaue Fe it fornrieer £ St 87

AT S<H AT TRelTehl AATgRTE TS I (RIS & LT T, HaT  TLRIE F A
THTIT 27 9 92 T T § 3<% sofd o /e 39T & forw fase & foro fafemton, e siw
faawor &1 afafug #3a gu =& AfRafEa #ar 9 B & sraers & aH/=1 2;

AT: T, FxT AT, AT 3 TETer= At srfarfaaw, 1940 (1940 =1 23) #Y gy
26% FT Y& oIfFAT FT TN FEd gU, A9a 39T & forw & i ufte + femreeeee
TS + AHAA A5 + AR + FPRT Wiy F e & foro FfFmion, e v e
T A TATET § Taoe FdT 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3356(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Boric acid+ Phenylephrine HCI + Naphazoline Nitrate +
Menthol + Camphor is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Boric acid+ Phenylephrine HCI + Naphazoline Nitrate + Menthol + Camphor with immediate effect

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3357(A).—Fs1T TLHI &1 AZ THIYTE gl 99 ¢ % e =i +
FACH AT e + S aothe + greg ! Tarsa fHersa ders oty i Faa gus g3em (o
THH THEF TATT THSTEHT FT AT § ) F STTRT A ATCAT I STITEH ZI Hl GATAAT § STTF I<h AT F
T e 3uetey &;

AT, F1T AL FIT A Ua faeros afafa g = ame & = i 1 ofT o 39 e
afafa T =7 THSHT T Tehg A AT 9T,

AT, Srufer oAt qeTgRre a7 off 36 TSl i o= Fr off s Rrerfer & off fF =
TRSHHT | SqATAE SFTAl T hle (AR T =T Al gl 30 THSE1  ATCAT &l ST gl Tl gl 3d:
FTIF TR |, e ¥ goree arnft dfafaay 1940 £t 97 26F F 1= =0 uwwSrHT & Afawior,
faw a7 farawor &t Sfque FTAT ST g1 ST &l &9 § T@d gy, URET § 7T ff T & 399
T SATATT < AT et ST TR T A=A 97 Reed == Ta 981 § | S0, Fad o120 26% & e
sfatrer s Y e i sy 27;

T ITH AT TheATehl TATGHIT TS il TRRITLLT 6 e UL, Fald TEhT AT Tg TH1ETT ol
I 9 I H 3T AW F ga 3T # forw s F forw fRwto, B s e oy
Fd g0 =0 AT F3AT 99 Ba | Saeqs i a9 =i &

A AT, Fa T AL, AT ST THTee aresft srferf=aw, 1940 (1940 =1 23) #T 4mr 26%
FT Y& TRl T TN 3 g0, A STAT o (o7 Shrenfad TIHiue + FCh=arsT dde + [F
qhe + EIEgIAAT aTed AoTee aoers iy & o & foro st fe siw g 1 a g9
o giatug Fdl &l

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3357(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Chlorpheniramine Maleate + Zinc
Sulphate + Hydroxy Propyl Methyl Cellulose is likely to involve risk to human beings whereas safer alternatives to
the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Naphazoline HCI + Chlorpheniramine Maleate + Zinc Sulphate + Hydroxy Propyl Methyl Cellulose with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3358(A).—F=T ALEHN & Jg THEM 2 I 9 F AwEifeA TediuT +
FACH AT A + AIRARN TS + [iF gohe + gregiadl Nasa Fursa aqers rofer
T gas 99em (B =08 9% 7ara URSRT #3787 97 § ) F ITART AT R SHEH g b
TATAAT § A Teh I AT 6 AT Ao ITAH &,

AT, FET LR g7 s v s afufa gy =q Awer i s #r T ot s 3w e
A § =7 TR i aEE qT v

AT, SHOTE Tl AATEHRE IS F AT I UHSHHT it 5= 67 off e frrfyer v oft &5 <=
TRSHHT | SqATAE SFTAl T hle (AR T =T Al gl 30 THSE1  ATCAT &l ST gl Tl gl 3d:
FTIF TR |, e ¥ goree arnft dfafaay 1940 £t 97 26F F 1= =0 uwwSrHT & Afawior,
faw a7 farawor &t Sfque FTAT ST g1 ST &l &9 § T@d gy, URET § 7T ff T & 399
T SATATT < AT et ST TR T A=A 97 Reed == Ta 981 § | S0, Fad o120 26% & e
sfatrer s Y e i sy 27;

AT I ST TRATRT TATZRTE qTE AT RTINS 9, FET TR FT T THATTT 8l ST
T RO T IH AW F AT STEET F o A F forw @Rt G oiw e w i ahiafve =
gu =H afFataa Fr o= Ba # sasas & a9 =+ &;

A AT, Fa T AL, AT ST THTee aresft srferf=aw, 1940 (1940 =1 23) #T 4mr 26%
FIT &< oTRRIT T TN F2d g0, AT ST % foIT Awmreiife TaEiue + FAIh =TT dde +
IRTH FAES + [iF dethe + gregiadl NuTsd e Gqars sty + BT & foo Sfawtn, Gwe
S fAawor &1 A T919 & T g Fdl 2l

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3358(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Chlorpheniramine Maleate + Naphazoline HCI + Zinc
Sulphate + Sodium Chloride + Hydroxy Propyl Methyl Cellulose is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Chlorpheniramine Maleate + Naphazoline HCI + Zinc Sulphate + Sodium Chloride + Hydroxy Propyl Methyl
Cellulose with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T3, 3359(31).— F=IT ALHTL T I THTLTT 21 A9 97 {3 FAICHATHATET A + ARSI
TS + greg it SuTee s e srufer i R g w3 (R za 2o Tard TwSeT
FET AT 2 ) F STANT & FACAT T ST B T THATAAT g TToh I<h 0T  qierg fEreed 3uerse g;

31T, AT FLHR g s v Ferws atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSTHT FT Tohe = TET AT

T, Ut AR TATGRIC A1 o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE § safae srazat &1 wrg FHirefa sifeer 781 81 20 UTHSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwet & fAfawtor,
fasfr = faaeor it afatryr AT s 81 SN & e ® TEd gu, At 7 B oft weh F 3w
F st o arer et oft wepre & RfRmwe ot fMdam = 981 8 | Zaten, FEe o 26% & i
st Fee Y T it et 27

AT IH AT ThAThT TATSHIT TS il BT F M UL, Fald ThT AT Tg THIETT &l
ST 9 foF 9T H IF AW F gTEa 3TN & forw s o forw fafemtr, B s g & wiafvsg
F7q gu =8 fAfafag wear o= e & sraeas s aefi=h= 2;

Ad: AT, HaIT TR, AT ST THATEA qTHIAT AT =97, 1940 (1940 F1 23) FT &1 26% FIT
TET ATRAT H YA XA gU, A ITAN & 0 FACH AR Ade + Aueifad gaeiad +
g e e S Aty % o & oo fRfRwto, R siv faer « 1 @fq swm &
gfafug Fr &l

[T, €. THF-11035/53/2014-ST0RaTHT (ATT-1V)]
T[S TYTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3359(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Chlorpheniramine Maleate + Naphazoline HCI + Hydroxy
Propyl Methyl Cellulose is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Chlorpheniramine Maleate + Naphazoline HCI + Hydroxy Propyl Methyl Cellulose with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FT.3M. 3360(3N).— FETT TLHT FT Tg THTLTT 2l A4 92 3 FIChiaTed foe + qifeaw
FAITEE + A TRAT + IR T Tadiee dmter £ faa gas @ (R zo8 a9 7ama
THSTHT Fgl TAT § ) F STIRT H TS I SEH g 6 TATAAT § Tk I ofd F qefera EweT
ITAH

AT, F1T AL FIT A Ua faeros afafa g = ame & = i 1 ofT o 39 e
afafa 7 =8 THSHT T T qTET 2T,

AT, Srufer oAt qeTgRre a7 off 36 TSl i o= Fr off s Rrerfer & off fF =
TRSHHT | SqATAE SFTAl T hle (AR T =T Al gl 30 THSE1  ATCAT &l ST gl Tl gl 3d:
FTIF TR |, e ¥ goree arnft dfafaay 1940 £t 97 26F F 1= =0 uwwSrHT & Afawior,
o = faawor &t wfaftg F3A7 saeds g1 U & e\ § vad gu, At # Rl off wwe F 3w
T SATATT < AT et ST TR T A=A 97 Reed == Ta 981 § | S0, Fad o120 26% & e
sfatrer s Y e i sy 27;

T ITH AT TheATehl TATGHIT TS il TRRITLLT 6 e UL, Fald TEhT AT Tg TH1ETT ol
I 9 I H 3T AW F ga 3T # forw s F forw fRwto, B s e oy
Fd g0 =0 AT F3AT 99 Ba | Saeqs i a9 =i &

AT T, FoT LRI, AT T TEATA TERAT AT, 1940 (1940 FT 23) Fi &M=T 26%F
FIT & IR T YART 2 g0, AT9E START & FAIChALHATE fde + GIeaq Fse + T
TR + RS NI TaEiue siuter & & & o s, @ i faer &t Ga w9 &
gfafug Fdt 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3360(E).— Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Chlorpheniramine Maleate + Sodium Chloride + Boric Acid +
Tetrahydrozoline HCI is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Chlorpheniramine Maleate + Sodium Chloride + Boric Acid + Tetrahydrozoline HCI with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FAAT. 3361(A).— FdT TTHT FT Tg THATIN 21 I 90 fF  FARHHUATET Ade +
e TeERiae + WEaaRa a7 ¥ Rfs g daem (G aequeia el & =1 & S
STTIRTT) % START F AT T AT I T G917 g T 3 7@ % qefera oo 3uetsy 2;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
T At |, ot e yomas arft srfafRaw 1940 it amer 26% & srefiw za vwwdeT F fafamtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft o s 1 e =1 M e 727 81 safor, Faer g 26% F aefiv
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A TS, FATT GLRTL, AT ST T AT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN FXd gU, HIAE STAN % (o0 FAICh TS dAde + fhaTsashred qadiaa +
TEERA St & f@sg & foro fEfRmiorn, e siw e i sama & afafig wdt 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3361(E).— Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Chlorpheniramine Maleate + Phenylephrine HCI + Antipyrine
is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Chlorpheniramine Maleate + Phenylephrine HCI + Antipyrine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FIM. 3362(A).—Fed TTHT FT AZ TEMEM gl A9 9¢ fF  FUesh J0AWTRA +
FACH AT dAe + AT Taefive + gregiwt Turea fase aes swfe & faa gus
e (B =98 T8 TETd UHS I gl AT ) F START § §ASTT 7 ST g il THq1EAT g Aath
I AT % qierq faemed 3usd &;

AT, FET AR FIT Ak U faorast afafa g =0 9 it st i 72 o7 e 3 e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § g gu, At # Rt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
o7 & Zor ¥ 36 AwfY F Aa 9T F forw o F oo R, e i fTawr o yhfve =
g0 =H AfFafaa Far AR § sraeas oiw 6= &

AT A, FalT TLHRL, AT T AT qredT Afata=aa, 1940 (1940 7 23) Fit &T=T 26F T
Ta AREAT FT AN FEA gU, HET ITGE F I RS SHAMET + FICh AT fde +
frTEaRTET TEHiUe + grEgiad! uTse [Auree aqas Aty & @wa % fom Gfawirn, G i
v g wama & afafug wdT 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI FLTAA, AATZHIL (ATA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.0. 3362(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ketorolac Tromethamine + Chlorpheniramine Maleate +
Phenylephrine HCI + Hydroxy Propyl Methyl Cellulose is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Ketorolac Tromethamine + Chlorpheniramine Maleate + Phenylephrine HCI + Hydroxy Propyl Methyl
Cellulose with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T3, 3363(37).—F5 T HLHTL FT A THTYTT 21 ST < o FTOteh SIHATHTS + FATTH
srfer it g g g (B9 =89¥ T0 TETd TR g7 747 §) 3 ITART & 7oAl 7 S g
FT ATIAT & TITF Ih ST F FRIera fAheT I 8;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
T At |, ot e yomas arft srfafRaw 1940 it amer 26% & srefiw za vwwdeT F fafamtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft o s 1 e =1 M e 727 81 safor, Faer g 26% F aefiv
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FAlTT GLRTL, AT ST T GTRAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F FTT
& STRAT T AN F3d g0, T STTNT & (o7 HalA® STAATHTET + FAHA A S & &
form R, e sl [aeor @ a9 e 7 gtaftg #d gl

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3363(E).— Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ketorolac Tromethamine + Flurometholone is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Ketorolac Tromethamine + Flurometholone with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T3, 3364(3N).— FoT TLHTL FT A TATYTT 2 A9 9 7 AW T=iue + i gothe +
TR s + Tiftaw FRIES + FCHEATATET Ade Ay Ht g gas @ (B =97 2896
THTT THESIET Fgl AT §) F STANT A AT FT JGH ZI 6T WA § SR Ih Ofer & gererd
e ITeTeH ¢,

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
=0 AR Far 99 Ba 7 smaegs i a8i=1 &;

AT T, FoT LRI, AT ST T FTEAT AT, 1940 (1940 FT 23) FT &T=T 26%F
FTET & TRl T TRT &3 g0, HIHE STINT o o7 Aweiifed Teiue + i aethe + IR T +
IRAH FARTEE + FACHFTATEA Ade A9ter & o % forw et G s Faer @a sam @
gfafug Fdt 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.0. 3364(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Zinc Sulphate + Boric Acid + Sodium
Chloride+ Chlorpheniramine Maleate is likely to involve risk to human beings whereas safer alternatives to the said
drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Naphazoline HCI + Zinc Sulphate + Boric Acid + Sodium Chloride+ Chlorpheniramine Maleate with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3365(A).—F=1T TEHT FT TH I1d F FHTIE 7 I 9 fF  Awreiie gaHiea +
RS TR TS (HaTse S + i TRE + S + A9 + PR arfer it Fea gae gaee
(R =a ¥ <o TTd UHSTHT gl AT ) F STANT F TSAT T SR i 67 F9TaT & Tafeh 37k arier
& FIIeT fadeT 3uaeH g,

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
afafa T =7 THSHT FT Tehg A HTET 9T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
o fafaaia Fear 99 B9 § saeas & 6=+ g;

AT A, FalT TLHRL, AT T AT qredT Afata=aa, 1940 (1940 7 23) Fit &T=T 26F T
Yaq ofRdl & AN Fd gU, AFE START & 0 ABIe TaEiue + gregredt Taea wemse
AIATH + T TS + TG + ARATA + FFRE AT % G # forw Ffawor, Ge e [ o
TATT | T TOg FAT 2l

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3365(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Boric
Acid + Borax + Menthol + Camphor is likely to involve risk to human beings whereas safer alternatives to the said
drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Boric Acid + Borax + Menthol + Camphor with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3366(37).—FalT TTHT FT TH a0 T THATAE 2l AH 9T [ dAhslie Taeiua +
TSI TATs TS 9@ + FACHATHTST 89 + I TR + GI9H FIEe + NF 99
A £ e gus 9 (5 =08 =05 T41d URSTHT F27 797 ) F STANT F ASAT H1 SEH g
FT HATAAT § STk 3h ST F L& [ahed ITAH g,

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
o fafaaia Fear 99 B9 § saeas & 6=+ g;

AT A, FalT TLHRL, AT T AT qredT Afata=aa, 1940 (1940 7 23) Fit &T=T 26F T
Yaq RFAT T TART Fd g0, AT STAN & o7 AGAIT Taeiuer + gragiadt aea wemse
VAT + FACHATATET A + Fd YRS + Fiedw FAase + iF aehe dwfe & &FT & o
fafawTor, faw sl Ao @ a9 e 7 gfafug Fd 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3366(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose +
Chlorpheniramine Maleate +Boric Acid + Sodium Chloride + Zinc Sulphate is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Chlorpheniramine Maleate +Boric Acid +
Sodium Chloride + Zinc Sulphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3367(3).—FaIT ALERIT HT TH a9 F FHILME gl A1 9 F AWM g=aeiua +
TRGIRN TuTse fAasa S + FATHATHTET #de + i TRe Aty f Faa gas adqee
(RO =a ¥ =oF TTd UHSTHT gl AT 8) o ITANT F HICAT 7 ST 21 hl HATIAT § Tk I<h ey
& FIIeT fadeT 3uaeH g,

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
afafa T =7 THSHT FT Tehg A HTET 9T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
o fafaaia Fear 99 B9 § saeas & 6=+ g;

AT A, FalT TLHRL, AT T AT qredT Afata=aa, 1940 (1940 7 23) Fit &T=T 26F T
TaT ofRAl & AN F3d g0, A9 START & 0 ABie TaEiue + gregiedt T feamsa
AIATH + FACHALATST A + FIRH TR WY & f&FwT F oo @fEwtrn, BT siw e @i 93
o giatug Fdl &l

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3367(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose +
Chlorpheniramine Maleate +Boric Acid is likely to involve risk to human beings whereas safer alternatives to the
said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Chlorpheniramine Maleate +Boric Acid with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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F.3MT. 3368(3).—Fe1T ATHIT FT T 919 T TUTATT g1 o9 9 FF Jweifo e +
FACHACHTZT HAoe + foarse @i e it ©F Faa gues gasw (B 3899 =905 7979 The !
Fgl AT 8) & STANT § HAISAT I STTTEH I il GATAAT g ST Ih e o G [Aehed ITAH g,

AT, FT AR FIT A ua fareros afufa g =« /e it S & e off S 3k e
afafa T 9 THSTHT FT Teha T JET AT,

AT, AT TRATHRT TATZRTE AT F AT ITH THSET KT 1= A7 ofF v Rrewrfer £ ot & =9
THREHT § HATAE TATAT HT HIS (A hce 1T ST Tl gl 39 THSTHT § TACAT Hl STEH 1 FhdT gl T
IS AATed |, AT A THLT T ATAHT7 1940 7 9T 26F F Tefia =& TwSHT * fafamior,
o a1 faaeor &7 WiAfug FEAT Aaed® g1 SUh &l &4 | T@d gu, ARET § Bt ff yae & 3
& STA e arar et o sy 1 AT 1 e = T81 g THie, Fad 9T 26F § e
sfarerer T fereRTier it STt 87

AT ITH AT THAThT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE T A THTLTT BT AT
¥ T3 T9r H I Y F Ara IwAnT F forw fase & forw fAfAmton, e sie g & afafog #7a gu
=0 AR F3ar 99 Ba # smaege sfiv a#i=N+ 2;

A T, FATT GLRTL, AT ST T GIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN FXd gU, HIAE STANT & [T ARSI CEEITe + FAIChALATET Ade +
e At strwter % e = forg fafaeton, e s fBaeor a swma & sfafus w0t )

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3368(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Chlorpheniramine Maleate + Methyl
Cellulose is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Naphazoline HCI + Chlorpheniramine Maleate + Methyl Cellulose with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3369(HA).—F=1T TTHT FT TH I1d F FHTIE gF I 9 fF  AWreie ga=ies +
SIS IR e Aeferier + A Tfie + Avrie + Svee e f g gas g3 (R =931 =0
THTT THSTET Fgl TAT §) F ITANT A ATSAT &l STEH ZI T FATAAT & Taoh 3<h AW 6 qierd
e ITeTeH ¢,

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
o fafaaia Fear 99 B9 § saeas & 6=+ g;

AT A, FalT TLHRL, AT T AT qredT Afata=aa, 1940 (1940 7 23) Fit &T=T 26F T

Jast IfRAT T TART F4d g0, HT9T ITANT & T Awreiifor TaEiue + gragiedl ffreer A +

T TR + A=l + FF6 afdr % ook 3 foro fafamtor, ek sie e g wame & wfafog wedt
2l

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]

TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3369(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Hydroxy Methyl Cellulose + Boric Acid +
Menthol + Camphor is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Naphazoline HCI + Hydroxy Methyl Cellulose + Boric Acid + Menthol + Camphor with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)



[$TRT [I—=vE 3(ii)] T T TSI © T 87

srfergEAT

T2 faedt, 2 sreq, 2024

.M. 3370(31).— FETT TR FT TH 919 F THTLT 21 A7 97 FF Awsife =adiua + qiRF
TR + A7l + TR + AT A + FACHHTHTET A9 + KNiF gothe + @iftqw =age Aoty
#1 T gos g9 (B =898 289 T97a THSHT #7707 €) F STIRT F Aqsdl F Saw g 67
TATAAT § A Teh I AT % AT (oo ITAH &,

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
o fafaaia Fear 99 B9 § saeas & 6=+ g;

AT A, FalT TLHRL, AT T AT qredT Afata=aa, 1940 (1940 7 23) Fit &T=T 26F T
Y& ATRAl FT AN FEd g0, HTHd STANT % o7 Ahelied TIHITT + IRE TS + A= + 7 +
Fromee A + FACHMTHTET §9¢ + [SiF gothe + SiRTw wge Aty % e F foro &fawtor,
fase ST faaeor i oo § gfafus Fd gl

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3370(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Boric Acid+Menthol+Camphor +Methyl
Cellulose + Chlorpheniramine Maleate + Zinc Sulphate + Sodium Chloride is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Naphazoline HCI + Boric Acid+Menthol+Camphor +Methyl Cellulose + Chlorpheniramine Maleate + Zinc
Sulphate + Sodium Chloride with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3371(3).—Fa1T GLEHIE HT TH 919 F FHILME 2l A1 92 F Aweiee g=aeiua +
freTeeRTey TaH T+ TAfiTEEt + FOCHRTWTET #A + Al FR Gy f Rua gus
A (T8 =99 =9 TTd URSTHT gl TAT €) F ITANT T FAT Hl JEH g T FATIAT g At
I AT % qierq faemed 3usd &;

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
o fafaaia Fear 99 B9 § saeas & 6=+ g;

AT A, FalT TLHRL, AT T AT qredT Afata=aa, 1940 (1940 7 23) Fit &T=T 26F T
wa TRl T YART F3d gU, WHa SU9N o Jweiifes TSHite + fharseasered waefiiue+
TIATHH + FARCHRTATST #A + A=+ TR Auter & & % forw fafamtor, e sie Ao
TATT | T TOg FAT 2l

[T, €. TF-11035/53/2014-FTTFRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3371(E).— Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Phenylephrine HCI+ HPMC +
Chlorpheniramine Maleate + Menthol+ Camphor is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Naphazoline HCI + Phenylephrine HCI+ HPMC + Chlorpheniramine Maleate + Menthol+ Camphor
with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3372(3).—FaT ALEHIT HT TH a9 F FHILME 2l A1 9 F A% g=eiua +
ETES Rt TR FAETEe Q@ Ie + FACHhATHTET Ae + i T + ifeaw s + % aohe
+ A + FFRT Arufer H g gus @ (59 =897 280 T87a TRSET Fgl T47 2) & ST 7
AT &l SR I T TATAAT § Tk Ih ST o e [ahed ITAeH g,

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
o fafaaia Fear 99 B9 § saeas & 6=+ g;

AT A, FalT TLHRL, AT T AT qredT Afata=aa, 1940 (1940 7 23) Fit &T=T 26F T
TaT ofRAl & AN F3d g0, A9 START & 0 ABie TaEiue + gregiedt T feamsa
VA + FACHMTATET AAL + T TS + AW FIsS + i aehe + F=aier + FF6 afer
e = foro fafamior, foer sfie faaeor i w9 & aiatug Fdt 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3372(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose +
Chlorpheniramine Maleate + Boric Acid + Sodium Chloride + Zinc Sulphate + Menthol + Camphor is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Chlorpheniramine Maleate + Boric Acid +
Sodium Chloride + Zinc Sulphate + Menthol + Camphor with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3373(3).—FaIT AL HT TH a9 F FHILME 2l A1 9 F Aweiee g=aeiua +
BTSRRI T AT Ao + FARHHATATET 9 + iR e + F aoke iy £ faa
gUF a6 (S =897 28 T97d TRSHT Fgl TAT 8) % STANT § ASHT &l STEH gl GA7194T 8§
ST ITh AT  qeTd [ahed 3T &,

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
o fafaaia Fear 99 B9 § saeas & 6=+ g;

AT A, FalT TLHRL, AT T AT qredT Afata=aa, 1940 (1940 7 23) Fit &T=T 26F T
TaT ofRAl & AN F3d g0, A9 START & 0 ABie TaEiue + gregiedt T feamsa
ATAT + FACHEATATE #A + NRF TR + [ aee wfdy F B F oo @fRwtr, Bewr s
v g wama & afafug wdT 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI FLTAA, AATZHIL (ATA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.0. 3373(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose +
Chlorpheniramine Maleate + Boric Acid +Zinc Sulphate is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Chlorpheniramine Maleate + Boric Acid +Zinc
Sulphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3374().—FdT TTHT FT TH a0 T THIE gl AW UT F AhsAle Taeiue +
THAAEETET TIHU + Teaw Fratl Romea Ggae + =i + 76 + Rux stafnsiveea
A £ e gus 9 (5 =08 =05 T41d URSTHT F27 797 ) F STANT F ASAT H1 SEH g
FT HATAAT § STk 3h ST F L& [ahed ITAH g,

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
o fafaaia Fear 99 B9 § saeas & 6=+ g;

AT A, FalT TLHRL, AT T AT qredT Afata=aa, 1940 (1940 7 23) Fit &T=T 26F T
Y& ARAl FT AN F3d g, A9 ST & (o0 AGAIT TAHTA + TAAEZd TIHIUS + qIeaT
FIETFAT THATSA AT + AT + FFRC + R AFfaAsirea dater & f@Fwg & oo &,
fase ST faaeor i oo § gfafus Fd gl

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3374(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Azelastine HCI+ Sodium Carboxy Methyl
Cellulose + Menthol + Camphor + Stabilized Oxychlorocomplex is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Naphazoline HCI + Azelastine HCI+ Sodium Carboxy Methyl Cellulose + Menthol + Camphor + Stabilized
Oxychlorocomplex with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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3. 3375(37).— FETT ALHTL FT TH T T TATHTT 21 17 92 T Aheiiere TaEiue + qifeaq
et roTee e + AR + FPRC + RuR sieiisasirsag oty it R gas 9ee
(RO =a ¥ =oF TTd UHSTHT gl AT 8) o ITANT F HICAT 7 ST 21 hl HATIAT § Tk I<h ey
& FIIeT fadeT 3uaeH g,

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
afafd 7 = TESER FT TESIA AT v

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
o fafaaia Fear 99 B9 § saeas & 6=+ g;

A TG, FATT LR, AT ST T GrEadT Afar=zaa, 1940 (1940 1 23) Fr &4M=T 26%F
FIT &< 9TRRAT &7 TN F3d g0, A1 STINT % oIy Shelife TaEiue + §1eay wEiadt s
VAT + AT + FFRT + U StRfiaairea e & o & oo Bfamtorn, Ger e Bar
T TATF | TiAog FadT gl

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3375(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Sodium Carboxy Methyl Cellulose +
Menthol + Camphor + Stabilized Oxychlorocomplex is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Naphazoline HCI + Sodium Carboxy Methyl Cellulose + Menthol + Camphor + Stabilized
Oxychlorocomplex with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3376(31).—FaT ALK FT =T a1d F THIA gl I 92 & AW dsee +
FACHATHATET AT + BT TEefive + gregrrifAeTse e + i TR + A=id + 36
At £ g gus 9 (S =897 T80 TE7a TRSTET Fel T47 8) % TN F Tqedi i SEw g
FT HATAAT § STk 3h ST F L& [ahed ITAH g,

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
o fafaaia Fear 99 B9 § saeas & 6=+ g;

AT A, FalT TLHRL, AT T AT qredT Afata=aa, 1940 (1940 7 23) Fit &T=T 26F T
T QTTRRAT T T F2d U, AT STANT 6 (o117 ARIATT AT3EE + FATCDAATZT AAE + HiAAhIET
TAHITA + GIESARITHATET Al + diiah TEE + AT + FFRE surer & famwa & forg e,
fase ST faaeor i oo § gfafus Fd gl

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3376(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline Nitrate + Chlorpheniramine Maleate +
Phenylephrine HCI + Hydroxy Methyl Cellulose + Boric Acid+ Menthol+ Camphor is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Naphazoline Nitrate + Chlorpheniramine Maleate + Phenylephrine HCI + Hydroxy Methyl Cellulose +
Boric Acid+ Menthol+ Camphor with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3377(A).—FoT ALK FT =T qG F FHIA gl 99 92 & qweifeT dsee +
FACH AT #Ae + NF aehe + A& Thie + @ifeww [iase Aty & [aa gus g9 (G
THH THH TATT URSTHT Fgl TAT §) F ITANT F AICAT &l ST B T HHTAAT § STk I<h A1 6
T e 3uete &;

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
o fafaaia Fear 99 B9 § saeas & 6=+ g;

AT A, FalT TLHRL, AT T AT qredT Afata=aa, 1940 (1940 7 23) Fit &T=T 26F T
T ATTRRAT FT TANT Fd gU, HIAE START & (o1 ARIAIAT AT3ee + FACHMUATE de + foiTw aethe
+ FIa Qe + AItAH FAaEe Ay & fBFwg % o @fRmtrn, Gw ¢ Faer fa a9ma & afafvg
FAT B

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3377(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline Nitrate + Chlorpheniramine Maleate + Zinc
Sulphate + Boric Acid + Sodium Chloride is likely to involve risk to human beings whereas safer alternatives to the
said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Naphazoline Nitrate + Chlorpheniramine Maleate + Zinc Sulphate + Boric Acid + Sodium Chloride
with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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F.3M. 3378(3T).— FeT TLHTT T 6 T F THTETT g7 T I {5 ACqraanae + feffemne
(FrerargansaieT & q/) 97 AEA Aty fr Faa gos g9 (R 2ad@ 28 791a TwSHT FgT
AT B) o ITANT F AISAT &l SITEH I T GATIAT g TATF Ih SO F G fAsheT I 8,

3T, AT gL g g v Faus qfa grr 38 9 i S A TS off o 3 A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
T At |, ot e yomas arft srfafRaw 1940 it amer 26% & srefiw za vwwdeT F fafamtor,
ok = = & wfafg F3Ar sraeas 31 S & e § wad g, Afat # Gl of sy F s
& st oo arer frft o s 1 e =1 M e 727 81 safor, Faer g 26% F aefiv
starrer it fRrewrfer € STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
o< T 391 § I AWt % "AE 3uART F o A F forg mfEeirn, e s fawr #i afafug #7a gu
=0 AR Fwwar 99 Ba # smaege sfiv a98i=N+ 2;

A A, FalT TLHRL, AT AT THATET AT ATAHTw, 1940 (1940 F1 23) Fit 41T 26%F FIT
TaT oTRAT FT AN Fd g, HEd TN & foru At + Rfewie (femraresaie &
|IY) A9 AgH Arwter & fawa & forw fafawior, feg s B ia swma & sfafug w8l

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3378(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Norfloxacin + Tinidazole (with Betacyclodextrin) Eye ointment
is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Norfloxacin + Tinidazole (with Betacyclodextrin) Eye ointment with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T, 3379(3A).—Fa T TLHTT T TH AT & THTLTT 1 T UL 7oF NAATFHTIRT + SFATH AT T
Riftse + forne e siufer i P gaes @@ (59 288 2809 7a1a TR 2T 1T 3)
F TR & TATT T ST S 6T TATAAT g ST 1h 36 AT o qrerq forswed 3uerse &;

3T, AT gL g g v Faus qfa grr 38 9 i S A TS off o 3 A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
T At |, ot e yomas arft srfafRaw 1940 it amer 26% & srefiw za vwwdeT F fafamtor,
ok = = & wfafg F3Ar sraeas 31 S & e § wad g, Afat # Gl of sy F s
& st oo arer frft o s 1 e =1 M e 727 81 safor, Faer g 26% F aefiv
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
o< T 391 § I AWt % "AE 3uART F o A F forg mfEeirn, e s fawr #i afafug #7a gu
=0 AR Fwwar 99 Ba # smaege sfiv a98i=N+ 2;

A A, FalT TLHRL, AT AT THATET AT ATAHTw, 1940 (1940 F1 23) Fit 41T 26%F FIT
Y& QTRAT FT YR Fd gU, A STAN & 70 SeAiad e + searsmas Rmfaame + T
TFHU aArwter F fara & forg fafawtr, G s faer @ia swama & wfafug w2t )

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3379(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ofloxacin + Beclomethasone Dipropionate + Lignocaine HCI is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Ofloxacin + Beclomethasone Dipropionate + Lignocaine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FT.AT. 3380(A).—F=1T TTHT FT TH I1d F FHTIE 21 I 9 fF  AWreie ga=ioa +
FACHACHATET A9 + HATRET TIHiUe + a9 + FF6e ey it Rag g gaew (e za+q
T TETT TESHT FET AT §) F STANT & ATAT HT SITH I T G9q1aHT & ST 36 iy & qefera
e ITeTeH ¢,

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
=0 AR Far 99 Ba 7 smaegs i a8i=1 &;

AT, FATT TCHRTL, AL T T Ay srfarf=a, 1940 (1940 1 23) Fit €T 26%F gTT T&<
oTfRFIT T ST ¥ g, HIHE START % o0 JohTel 979 ¥ AWISIed TAEITA + FAChAHTET Ade
+ HARTET TIHUA + BRI + FFRL AWty & o & forw Afawt, B siw fBaeor ia ya e @
gfafug Fdt 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3380(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Chlorpheniramine Maleate +
Phenylephrine HCI + Menthol + Camphor is likely to involve risk to human beings whereas safer alternatives to the
said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Naphazoline HCI + Chlorpheniramine Maleate + Phenylephrine HCIl+ Menthol+ Camphor with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T3, 3381(37).— F1T TLHIT HT TH I7d T THTLTT BT A+ 9T o [haTsashred qadiua +
ABETSIT TIAHITA +A-I T+ PR + GrEg Ml TuTee Hures Gqas Aty i g gas d9em
(R =a ¥ =aF TTd UHSTHT gl AT 8) o ST F HISAT BT ST g1 hl TATIAT § T I<h ey
& TRferT faeeT 3uaey &;

AT, T T g Aw U fAorast aftafa g = amae & S A TS off #ie 3<F e
AHATT 7 =9 THRSTHT &I Tohg | 7T AT,

AT, AW TRl Targae ars 7 off 36 TSt fF st iy oft sie Rrwrfeer 7 off B “so
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
FTIF TR |, AT ST Jore arRit AfafazT 1940 &t 4y 265 * i =& TwSiT % fafawtor,
o = faawor & afafig F3A7 sraeas 81 S & &= | T@d gu, ARt § R o wewe % 3w
T SATATT < arar Rt | T &1 fafaaee a1 e =g 981 g1 39, Fad aT 26% & T
sfartrer T fererfeer it Sy 37

AT ITh AT TheAThl TATZHIL dTS 0l I F MY UL, Hald TR T g THTLTT &l
T u% 3 291 § 3<% Wty & Aame swEet F forw s & oo fAfRmtr, e sie feaer wr ahafvs
Fd g0 = AT #3199 Ba # siaeas s qe =i ¢;

AT TG, I 1T TCHRTL, AT ST TEATT FTEAT Afer=ad, 1940 (1940 =1 23) Fit &7 26%
FTT & TRl T RT3 g0, HIAE START & o feATsashrsy t=efive + Awreiies Taeies
+HTATA+ FFR + FIES AT TS (AT AT Sruter & fasrar & forg faf=wtor, e sfiw fEaer
T TATF | TiAog FadT gl

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3381(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Phenylephrine HCI + Naphazoline HCI +Menthol+ Camphor
+ Hydroxy Propyl Methyl Cellulose is likely to involve risk to human beings whereas safer alternatives to the said
drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Phenylephrine HCI + Naphazoline HCI +Menthol+ Camphor + Hydroxy Propyl Methyl Cellulose with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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F.3M. 3382(3F).—Fx 1T TLHT FT TH a1d & THTLT gl oI+ 9T f  Fhargesere w=aehiuer +
AETI T TIETS + Al + FF6C Awter £ R gas g9 (9 299 2o 71T ThET w27
TAT §) % ST | AT T STTEH I ohl HATAAT g STateh 36 A (e o GIard faweT Iqaed &;

3T, AT gL g g v Faus qfa grr 38 9 i S A TS off o 3 A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
T At |, ot e yomas arft srfafRaw 1940 it amer 26% & srefiw za vwwdeT F fafamtor,
ok = = & wfafg F3Ar sraeas 31 S & e § wad g, Afat # Gl of sy F s
& st oo arer frft o s 1 e =1 M e 727 81 safor, Faer g 26% F aefiv
starrer it fRrewrfer € STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
o< T 391 § I AWt % "AE 3uART F o A F forg mfEeirn, e s fawr #i afafug #7a gu
=0 AR Fwwar 99 Ba # smaege sfiv a98i=N+ 2;

A A, FalT TLHRL, AT AT THATET AT ATAHTw, 1940 (1940 F1 23) Fit 41T 26%F FIT
Y& ATHAT T AR Fd gU, AT STAN & (70 FRaTsashiss TaEiue + Aol TaEiad + Awqie
+ TR Aty F A & forw Ao, fe s B i s & wfafug w7 21

[T, €. THF-11035/53/2014-ST0RaTHT (ATT-1V)]
T[S TYTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3382(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Phenylephrine HCI + Naphazoline HCI + Menthol + Camphor
is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Phenylephrine HCI + Naphazoline HCI + Menthol + Camphor with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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T3, 3383(37).— FETT TLHT FT 28 919 T HUTAT 21 14 92 F qewraemEe qifeay + NF
e + TATCHATHTST AT + S TS + AIAH Feige Sty £ Fag gus g3 (G oo
THE TATT THSHT Fgl AT §) F STTRT T HISAT T ST g hl GITAT 8 STateh I AT F qrerd
e ITeTeH ¢,

AT, FT AR ZIT A ua fareras afufa g =« /e it S d e off S 3k e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
IS AATed |, AT T THLT T ATART7 1940 1 9T 26F F 1efia =& TwSrT * fafamior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § TEd gu, At # Bt off sy % s
& STAf & arar et o sy 1 A 71 e = q81 g SHie, Fad 9T 26F & e
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
¥ T3 T9r H I MY F Ara IwAnT F forw fose & forw fAfAmton, e sie g & afafog #2a gu
o fafaaia Fear 99 B9 § saeas & 6=+ g;

AT A, FalT TLHRL, AT T AT qredT Afata=aa, 1940 (1940 7 23) Fit &T=T 26F T
T ATREAT T AN 2 gU, A1 START & {orT qewraedrss |iead + foiF aehe + FAChATHTET
AT + TG TRIE + IRIH FASe e & Fwy & o Ffawi, B s Baeer @a swa o
gfafug Fdt 21
[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.0. 3383(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sulphacetamide Sodium + Zinc Sulphate + Chlorpheniramine
Maleate + Boric acid + Sodium Chloride is likely to involve risk to human beings whereas safer alternatives to the
said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Sulphacetamide Sodium + Zinc Sulphate + Chlorpheniramine Maleate + Boric acid + Sodium Chloride
with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3384(3).—FaIT ALEHIT HT Tg THTA 2l I+ 72 fF [T aehe + IRF The +
AR TS + G1RAw Fss + s uRe sieswger siwfar it Raa gus d9iew (e =o+
T TETT THSTET FT AT §) F START A ACAT T STTEH ZI Y TTTET € T I<F Aer F geferg
e ITeTeH ¢,

AT, FET AR FIT Ak U faorast afafa g =0 9 it st i 72 o7 e 3 e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
FTIF AR |, Aol ¥ gomes arad’ ATy 1940 it 9m=7 26%F F 1= =0 uwSrHT & Afawior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § g gu, At # Rt off sy % s
FT Al I arar B oft wer # AfRmme a1 A =T 981 g1 8o, Fad 9T 26%F % st
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
o7 & Zor ¥ 36 AwfY F Aa 9T F forw o F oo R, e i fTawr o yhfve =
g0 =H AfFafaa Far AR § sraeas oiw 6= &

AT A, Fal T TLHRL, AT T AT qredT Afafa=aa, 1940 (1940 7 23) &t &4T=T 26F FIT
Ta oTfRAT FT TN FA gU, HEE STAN % oy i aethe + aiE TR + Jweita e +
IRTH FAEE + M1 TR stesige sty & A & ferg fafson, fome siv faaeor gia s &
gfafug Fdt 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI FLTAA, AATZHIL (ATA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.0. 3384 (E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Zinc Sulphate + Boric acid + Naphazoline HCI + Sodium
Chloride + Phenyl Ethyl Alcohol is likely to involve risk to human beings whereas safer alternatives to the said drug
are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Zinc Sulphate + Boric acid + Naphazoline HCI + Sodium Chloride + Phenyl Ethyl Alcohol with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T3, 3385(37).— FET HLHT FT g FHTA 2f 7 92 & FARF w=efiuer + aof@erne +
FreTEeRTeT TaHTS strafer it g gare S (o 308 =9 Tara THSHT FT 47 €) F ST J
AT &l STEH I T TATAAT & TITF Ih ST F G fasheT I 8,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o H IF AW F grEa IuA F forw faw * forw fafawtr, B siw e i wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT GLRTL, AT ST T GIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FT Y& ARl T TN Fd g, AT STAN (o0 G R Tadiue + Iqf¥ede + s
THEUe srufer F fase & forw fEfawtn, B s g gia sama & sfafog #:T 2)

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3385(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cetirizine HCI + Paracetamol + Phenylephrine HCI is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Cetirizine HCI + Paracetamol + Phenylephrine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T3, 3386(3).— F=IT HLHT &1 g HUTAT 21 J1a7 2 &7 JARFm v + e
TEEfiue St i g gaes @3 (8 s0® =0 Tara URSTET gl 797 §) % ITART § Al H7
ST B T HHTaAT g Safsh S<h Aruter & qeierd fawew 3uers ¢;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starrer it fRrewrfer € STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT GLRTL, AT ST T GIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN X gU, AT STAN & (T SR gaeiue + fharsahes g=adiee
Arwter 3 @ & foro fafamiorn, e s e i sama & afafog w5t 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3386(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cetirizine HCI + Phenylephrine HCI is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Cetirizine HCI + Phenylephrine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)



104 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(ii)]

srfergEAT

T2 faedt, 2 sreq, 2024

T3, 3387 (37).— F=IT TTHTT FT T HHTAT 27 A1a7 ¢ & ANAeRiFe + SiRessres v
arfer it g gae g (B9 28 T80 TETd TR F27 747 §) 3 ITART & JqeAl 7 S g
FT ATIAT & TITF Ih ST F FRIera fAheT I 8;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT GLRTL, AT ST T GIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ATRT T TN FXd gU, AT STANT & (o7 AqE RS + HiAesheT g iy %
e & foru fafamiorn, e s e @a wama & afafog F:dt 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3387(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Levocetirizine + Phenylephrine HCI is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Levocetirizine + Phenylephrine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T3, 3388(37).— F=IT TLTHTT &1 T HHTAT 27 SA1aT ¢ [ ANATeRF + ®RessreT wadits
+ ArferHIe Sty i Fea g S9ee (59 <0 S0 T7d URSET F7l 7 ) & START 9 wqedi
T ST I T HWTAAT § STaTh I AT o gererd Fsded Iueey g;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starrer it fRrewrfer € STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
T YaT ARRAl # YA #d gU, gWd 3TN & v qeEteRive + SR wediea +
e Awfe F e = forw fEfawt, R siw e @a wama & sfafog F: T 8)

[T, €. THF-11035/53/2014-ST0RaTHT (ATT-1V)]
T[S TYTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3388(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Levocetirizine + Phenylephrine HCI + Paracetamol is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Levocetirizine + Phenylephrine HCI + Paracetamol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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.M. 3389(31).— Fe1T HLHT T AZ THTITT 2T 1T ¢ [ HiAAHIET TIHIUS + GLReETaeT
+ A feRiem Taefree + e Sy 6 R g ST (S 288 280 T2 TS 2T 97 2)
F IUTRT H ATSAT &l STEH G T GATAAT & TIF Ih ST F FIea faheT I 8,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT GLRTL, AT ST T GIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN Fd gU, AT STANT % (o0 hRshres 9diue + Iqffedi +
AFrafeRiT TaEiue + a=rter siwfer % fAwa & foro frfamior, B s faaeor gia weme @ afafug
FLAT Bl

[T, €. THF-11035/53/2014-ST0RaTHT (ATT-1V)]
T[S TYTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3389(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Phenylephrine HCI + Paracetamol + Levocetirizine HCI +
Menthol is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Phenylephrine HCI + Paracetamol + Levocetirizine HCI + Menthol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T3, 3390(31).— Fe1T HLHTT T AZ THTHTT 2l STaT ¢ {3 AaTa TR TaHIue + TS
wEfie + dfterier swfer 6 R g g3 (B 283# T8 727 TRSRT FgT T 8) F SUTRT
 ATSAT T SR G T GATAT & ST Ih AW o qRiera faseT Iuesy §;

ST, T T g F<h U [Aust g gy =0 98 o 9= 6 72 o 3w 3 fFews
afafa 7 =9 THESTHET FT TS| JET AT,

AT, AT TheTehl TATgRE aIS 7 o I<F THSHT 6 St i o7 sie fprfeer #7 off & =7
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
TI SR |, Sofer e yamed aradft srfafaaw 1940 #iv &y 265 F srefie = uwSieht & fafamior,
fasrr = = & afafog AT araews 81 S #7 e | wad gu, At 7 R o w3 s
FT STATT 3 et Rt oft werre 1 fafRerae a7 e =g 781 81 safor, e o 26% F @Hfiv
starorer T frerieer &t ey 27

AT ITH AT TFRATRT TATZHIL dTe il (AR F AT T, HxlT GLRE KT Tg THTLTT &l
ST 9¥ o T9T § IR SOE F 91 U & forw fawe & forw fafagior, foswe i faawor = whafvsg
Fd g0 = [AfRafud Fear saied § sraead i qH/i=

qq: A, HalT TR, AT S TaTee qrdt stert=aa, 1940 (1940 1 23) it 9T 26F
BT Y& ARl T TN FXd gU, AT STINT & [0 Aag ERIWT TaEiue + TR Taeiga +
eI awie F s & form fafawtr, B sie Ao @ia weme & wiafug w7 21

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3390(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Levocetirizine HCI + Ambroxol HCI + Paracetamol is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Levocetirizine HCI + Ambroxol HCI + Paracetamol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T3, 3391(3N).— FeT TLHRTT FT A TATATT 21 A1qT ¢ [ AaafeRiee waefiue + wsene
T=Efiue + SRaweTes T sfer it e g w3 (B =81 20 7aTa TESTET Fg7 T 8) F
START F FATT T ST ZIA T THATAAT g STaTh I AT qrerd forwmed Iuerse g,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
BT &< IRAT &1 TINT FXd gU, A ST 6 (o7 AGTE TR TAEHue + TS Tadiee +
HfehreT TaEiue swfdr F fBsea oo EfRmtrn, B siv g T same § gfafug s 8

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3391(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Levocetirizine HCI + Ambroxol HCI + Phenylephrine HCI is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Levocetirizine HCI + Ambroxol HCI + Phenylephrine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FTAT. 3392(3F).— FET ALEHN FT T THIYTET 21 AT ¢ (% STAATSARIATINA 9Taee +
FACHACHATE fae siafer 6t Faa g 9w (B8 =9# 28 Ta1a THSIET F:g7 747 §) F ST F
AT &l STEH I T TATAAT & TITF Ih ST F G fasheT I 8,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starrer it fRrewrfer € STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT GLRTL, AT ST T GIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& TRl T TN FXd gU, HIAET STANT & (o0 STAATSARISTHTINT GTSeE + FATChIAHIST
Fote At & fawa & foro Ao, fee siw B ia wama & sfafug w2t gl

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3392(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Diethylcarbamazine Citrate + Chlorpheniramine maleate is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Diethylcarbamazine Citrate + Chlorpheniramine maleate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FTAT. 3393(3A).—Fe1T ALHT FT Ig THTYTE 2l 1Al 2 [F STAATeasmaiare 9rgee +
AarafeRivm weeiaer shwfar & R g g (G =7 70 wama TwSET #2179 §) F ST
AT T STTEH G T GATAAT g et Ih AT o Fererd fasheT Iqesy 2;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
BT Y& ARdl FT TN FXd g0, A9 START & [0 STAATSARE AT d15ee + Aaraiei T
THEUe i F fasea & forw fEfawin, e s g i sama & sfafog # T 2)

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3393(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Diethylcarbamazine Citrate + Levocetirizine HCI is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Diethylcarbamazine Citrate + Levocetirizine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T3, 3394(37).— Feor TTHIT FT g THTITT g7 SA1aT & T TaEiue + hfaashre
THHU + TR Aty it R gares e (S S0 286 Tama UHSTHT gl 47 8) % ST F
AT &l STEH I T TATAAT & TITF Ih ST F G fasheT I 8,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starrer it fRrewrfer € STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT GLRTL, AT AT T FTAT ATATH, 1940 (1940 T 23) T &7 26%F FTT

&= OTRET T AN F:2d g0, WA ST & oIy Grsierier Taeiuer + Biaeshre Taeiae + Tahates
Arwter 3 @ & foro fafamiorn, e s e i sama & afafog w5t 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3394(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ambroxol HCI + Phenylephrine HCI + Guaiphenesin is likely
to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Ambroxol HCI + Phenylephrine HCI + Guaiphenesin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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F.3M. 3395(31).— FxIT TIHT FT Tg THTUTT BT ATdT & sTHGHET T=eiue + fhareseee
waefiuer  awfe i Raa g g (58 28937 30 Ta7a THSTHET Fg7 797 €) F START F qqeA1 i
ST B T HHTaAT g Safsh S<h Aruter & qeierd fawew 3uers ¢;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%

FT Y& ARRAT & JAN FXd g0, I19d ITAN & (o0 g e adiue + fharsasheT =i
Arwter 3 @ & foro fafamiorn, e s e i sama & afafog w5t 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3395(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Bromhexine HCI + Phenylephrine HCI is likely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Bromhexine HCI + Phenylephrine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T3, 3396(3).— FuTT ALHRTT T Tg THTAT 21 14T 2 F weihared + Raiftharss [ea
Tuger FRrfhares grese+ uwie TaEiee siwfy it P gus @aew (S =98 = g2ma
THSTHT gl AT ) F STIRT F AISAT &l AR g fl GATIAT & ST I A9 & gerera fFsweT
ITAEH &,

AT, FET AR FIT Ak U faorast afafa g =0 9 it st i 72 o7 e 3 e
afafa 7 =8 TESHT AT JHe A qIET 4T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
FTIF AR |, Aol ¥ gomes arad’ ATy 1940 it 9m=7 26%F F 1= =0 uwSrHT & Afawior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § g gu, At # Rt off sy % s
FT Al I arar B oft wer # AfRmme a1 A =T 981 g1 8o, Fad 9T 26%F % st
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
o7 & Zor ¥ 36 AwfY F Aa 9T F forw o F oo R, e i fTawr o yhfve =
g0 =H AfFafaa Far AR § sraeas oiw 6= &

AT T, FoT LRI, AT ST TEATT FTEAT AT, 1940 (1940 FT 23) Fi &T=T 26%F
FTET & TRl T TRT &9 g0, HT9d STI0T & o7 wertharss + Rranferss fster auges
RrhaTse grege+ THiEd TaHiua Aty & s F forw et G o Haer @a s@ e &
gfafug Fdt 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3396(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Etofylline + Theophylline anhydrous eq. to Theophylline
hydrate + Ambroxol HCI is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Etofylline + Theophylline anhydrous eq. to Theophylline hydrate + Ambroxol HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FTIAT. 3397(3N).— F=IT TCHIT T T AL 27 a7 ¢ & withars + e fAsier
Taged RrnfhaTeT grege+ Aidgre Ay it Fag gus 9w (B =98 =0 7a91a TwSHT w0
TAT B) o ITANT A TATT T ST I T HATAAT g SaTh I AT o geierd fHwmed Iqeey &;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
T Y& ARRAT F AN FA gU, AT STAN & &0 gafharet + Rnifeasa Fsta a7ges
RRATATET grese+ Aieqehee AWy & fawa & oo [, Fw siv fawr a gama & gfafog
FLAT Bl

[T, €. THF-11035/53/2014-ST0RaTHT (ATT-1V)]
T[S TYTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3397(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Etofylline + Theophylline anhydrous eq. to Theophylline
hydrate+ Montelukast is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Etofylline + Theophylline anhydrous eq. to Theophylline hydrate + Montelukast with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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.1, 3398(37).—FaIT TLHT FT g THTLTT B STAT & o T TIHIUS + SLGESTATEA
Tohe + FHIMIH FARSS + [HaT + F=aie siwter f R gos g@aqem (B =q8@ e0 a2ma
THSTHT gl AT ) F STIRT F AISAT &l AR g fl GATIAT & ST I A9 & gerera fFsweT
ITAEH &,

AT, FET AR FIT Ak U faorast afafa g =0 9 it st i 72 o7 e 3 e
afafa 7 =8 TESHT AT JHe A qIET 4T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
FTIF AR |, Aol ¥ gomes arad’ ATy 1940 it 9m=7 26%F F 1= =0 uwSrHT & Afawior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § g gu, At # Rt off sy % s
FT Al I arar B oft wer # AfRmme a1 A =T 981 g1 8o, Fad 9T 26%F % st
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
o7 & Zor ¥ 36 AwfY F Aa 9T F forw o F oo R, e i fTawr o yhfve =
g0 =H AfFafaa Far AR § sraeas oiw 6= &

AT T, FATT LRI, AT T TATT TR Afa=za, 1940 (1940 w1 23) Fir &7 26F
T Y& AfRdl & TN T gU, A STAN & o0 THEE TEHiud + aXqerdrsyd aehe +
FHIIH FARSE + (SR + AT ute & f@awa F oo T, G o [aer @ia aawma &
gfafug Fdt 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3398(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ambroxol HCI + Terbutaline Sulphate + Ammonium Chloride
+ Guaiphenesin + Menthol is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Ambroxol HCI + Terbutaline Sulphate + Ammonium Chloride + Guaiphenesin + Menthol with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FAT. 3399(3).— FxlT TLHT HT Tg AHTHTT I SITAT & 1 THaId TaHIue + degerdrer
Tohe + TR + JRIFIH FAEE + a9 awty f [ag gos gaew (e =899 29 4
THSTHT gl AT ) F STIRT F AISAT &l AR g fl GATIAT & ST I A9 & gerera fFsweT
ITAEH &,

AT, FET AR FIT Ak U faorast afafa g =0 9 it st i 72 o7 e 3 e
afafa 7 =8 TESHT AT JHe A qIET 4T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
FTIF AR |, Aol ¥ gomes arad’ ATy 1940 it 9m=7 26%F F 1= =0 uwSrHT & Afawior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § g gu, At # Rt off sy % s
FT Al I arar B oft wer # AfRmme a1 A =T 981 g1 8o, Fad 9T 26%F % st
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
o7 & Zor ¥ 36 AwfY F Aa 9T F forw o F oo R, e i fTawr o yhfve =
g0 =H AfFafaa Far AR § sraeas oiw 6= &

T T, FATT LRI, AT T T TERAT AT, 1940 (1940 T 23) Ft &T=T 26%F FTT

& IRRAT T AN #3d g0, 99 STANRT & o0 THIFE THHIT + Seqerdid ohe + [ShAfad +
HHIAIAT FAIRMSE + T AW F faswar & forw @fRwin, e s T gia & & aiaftig wdr

2l
[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTA, AATEHRIL (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3399(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ambroxol HCI + Salbutamol Sulphate + Ammonium Chloride
+ Guaiphenesin + Menthol is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Ambroxol HCI + Salbutamol Sulphate + Ammonium Chloride + Guaiphenesin + Menthol with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FT.3TT. 3400(3T).— FIT TLFHT T A THTTT 21 AT & FoF Afeom voefive + ey aehe
+ THIRIS TIETe + e e it fera gares dais (R 26# 2o T ST a7 T 2)
F IUTRT H ATSAT &l STEH G T GATAAT & TIF Ih ST F FIea faheT I 8,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starrer it fRrewrfer € STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
BT Y& TRl &1 JART Fi3d g0, HIHE ST o0 GfEe o€ + SXgerars aehe + TR
T + [hATa su e & fasea & forg fafamton, e sie Ao gia wome & wiafus w21

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3400(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cetirizine HCI + Terbutaline Sulphate + Ambroxol HCI +
Guaiphenesin is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Cetirizine HCI + Terbutaline Sulphate + Ambroxol HCI + Guaiphenesin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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F3M. 3401(31).— FaIT TTHT FT Ag THTHT 21 JAT g 6 SHFaHAih IS IdEe +
FACHACHTET §A + FHIIH FARIES + TIAR G152 + AeoAiw anwtey it P g wqem (e
THH THE TATT URSHT Fgl AT €) F STANT H TACHT &l ST g1 T GATAAT § TTeh I 0T 6
I asheT 3T 2;

AT, FET AR FIT Ak U faorast afafa g =0 9 it st i 72 o7 e 3 e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
FTIF AR |, Aol ¥ gomes arad’ ATy 1940 it 9m=7 26%F F 1= =0 uwSrHT & Afawior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § g gu, At # Rt off sy % s
FT Al I arar B oft wer # AfRmme a1 A =T 981 g1 8o, Fad 9T 26%F % st
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
o7 & Zor ¥ 36 AwfY F Aa 9T F forw o F oo R, e i fTawr o yhfve =
g0 =H AfFafaa Far AR § sraeas oiw 6= &

AT T, FoT LRI, AT ST TEATT FTEAT AT, 1940 (1940 FT 23) Fi &T=T 26%F
FIT Y& ATRIT T TN X gU, AT STANT % (o0 STFEIHATEA ZISSIHIATSS + FATCHALHST
AT + AFITHAR FAIES + FIRAR T8I + A=A Nwfy & e  forw fafawtor, B sfiw fEawor
T TATF | TiAog FadT gl

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3401(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Dextromethorphan Hydrobromide + Chlorpheniramine
Maleate + Ammonium Chloride + Sodium Citrate + Menthol is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Dextromethorphan Hydrobromide + Chlorpheniramine Maleate + Ammonium Chloride + Sodium
Citrate + Menthol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FAT. 3402(H).—FET TLHT T g TATAE 2l AT g 6 ATAGET ehe + THgaaT
TIHITS + [EHARA + FHIATT FEe + A Aty i Rag gees g (G =a98 oo 1T
THSTHT gl AT ) F STIRT F AISAT &l AR g fl GATIAT & ST I A9 & gerera fFsweT
ITAH

AT, FET AR FIT Ak U faorast afafa g =0 9 it st i 72 o7 e 3 e
afafa & = TESHT AT TG qTET o

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
FTIF AR |, Aol ¥ gomes arad’ ATy 1940 it 9m=7 26%F F 1= =0 uwSrHT & Afawior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § g gu, At # Rt off sy % s
FT Al I arar B oft wer # AfRmme a1 A =T 981 g1 8o, Fad 9T 26%F % st
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
o7 & Zor ¥ 36 AwfY F Aa 9T F forw o F oo R, e i fTawr o yhfve =
g0 =H AfFafaa Far AR § sraeas oiw 6= &

qd: A, FlT LRI, AU ST TaqTe= Gy’ A==, 1940 (1940 F1 23) FF a7 26%F
T Y& eIl & TN Fd gU, AT ISTAN & o7 ATAgerie gethe + sAgHE TIHITT +
RS + SHIAH TS + Ao Ay & fasy & forw @fEmirn, G s Baer oq g9ma J
gfafug Fdt 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3402(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Salbutamol Sulphate + Bromhexine HCI + Guaiphenesin +
Ammonium Chloride + Menthol is likely to involve risk to human beings whereas safer alternatives to the said drug
are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Salbutamol Sulphate + Bromhexine HCI + Guaiphenesin + Ammonium Chloride + Menthol with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FT.3M. 3403(37).—FxT TLH FT Tg FHTTT & AT & o TSR ohe + FAograad
THHITH + FARHATHTE Aete Aquter fit g o g3 (R =97 28% T97a TRSTHET F:gT 197 2)
F ITINT H AISAT &l STTEH I i GATAAT & T I<h ST F Lo [ahed ST g,

ST, FHFET gL g s v e afufa g 38 AmHer f = A TS off o S A
afafa 7 9 THSTHT FT Teha i JET AT,

AT, Aot AR gorgae a1 7 fF 3<% TSR i s Y oft i Rrerfer f oft F 2w
TS § FATAE TATAT HT HIS (A hce 1T =T Tl gl 39 THSTHT § TACAT HI STEH g1 FhdT gl T
IS AATed |, AT T THTLT T ATAHT7 1940 FY 91T 26 1= = wwer & fafawtor,
o = faawor &t afafog F3A7 sraeds g1 S & e\ § v gu, At # Bt off sy % s
FT AT & araT et o w7 Afaaee a1 Mea = 981 81 9o, Fae Oy 26% & el
srarorer it FErRTier it STt 87

AT ITH AT THAThT TATZHTL TS ohl TERTILET o SATETT T, T GLRTE KT A THTLTT BT AT
o7 3 Zor ¥ IF AwfY F Aa 9T F forw o & oo R, e i fBawr # yhfvg =
g0 =H AfFafaa Far AR § sraeds ofiw 6= &;

A T, FATT LRI, AT ST T GIRT At =aq, 1940 (1940 F7 23) Fr &7 26%
BT Y& ARRAT T TIN Fd gU, " ST % (o0 IGETATST qohe + AHgaad Tadiud +
FACHAUHTET Ade Aty & fawa & foro fAfawto, G s B ia s & sfafug w5 g1

[T, €. THF-11035/53/2014-ST0RaHT (ATT-1V)]

SEIC) AT, HATZHTL (TTT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3403(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Terbutaline Sulphate + Bromhexine HCI + Chlorpheniramine
Maleate is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Terbutaline Sulphate + Bromhexine HCI + Chlorpheniramine Maleate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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AT, 3404(37).—F=1T TTHE T TZ THTAE 27 99 9 7 FcwmaameT 9 + @i
ehAE + JHAT FAEE + RAW qrEge + A~ iy v g g qqee (G a8 2o
THTT THSTEHT FT TAT 8) F ITIRT T AGCAT I ST g hl G9TEAT § Taih 3<h Aot & qeierd
e ITeTeH ¢,

AT, FET AR FIT Ak U faorast afafa g =0 9 it st i 72 o7 e 3 e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
FTIF AR |, Aol ¥ gomes arad’ ATy 1940 it 9m=7 26%F F 1= =0 uwSrHT & Afawior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § g gu, At # Rt off sy % s
FT Al I arar B oft wer # AfRmme a1 A =T 981 g1 8o, Fad 9T 26%F % st
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
o7 & Zor ¥ 36 AwfY F Aa 9T F forw o F oo R, e i fTawr o yhfve =
g0 =H AfFafaa Far AR § sraeas oiw 6= &

AT T, FATT LRI, AT T TATT TR Afa=za, 1940 (1940 w1 23) Fir &7 26F
FIT & QTRRAT &1 T F3d g0, A9 STANT & forU FhMaHTsT fde + 9.5 qehiHe + s
FASE + GIRIH TSee + A=A AWt & fwy = forw fafamtor, e s B ia wama & afavg
FAT B

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.0. 3404(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Chlorpheniramine Maleate + P.G Sulphonate + Ammonium
Chloride + Sodium Citrate + Menthol is likely to involve risk to human beings whereas safer alternatives to the said
drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Chlorpheniramine Maleate + P.G Sulphonate + Ammonium Chloride + Sodium Citrate + Menthol with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T2 faedt, 2 sreq, 2024

T3, 3405(31).— Fe1T TLHTT FT I THTATT 27 S 97 & TRATRATET + gy =iEe
+ TIRTW Arsee Awfyr it g gus goee (B9 =a9d T0% o TR 27 747 §) % ITART &
AT &l STEH I T TATAAT & TITF Ih ST F G fasheT I 8,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT GLRTL, AT ST T GIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN Fd gU, HIAE STAN & (o0 TRAAITRATET + SHIHIH FAIEe + 9iedq
T3¢ Aty & fawa & forg fAfawtor, fer i e a sama & sfafvg w2

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3405(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Aminophylline + Ammonium Chloride + Sodium Citrate is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Aminophylline + Ammonium Chloride + Sodium Citrate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T3, 3406(3T).— Fei T TLHRTL KT AZ THTLT g1 JA1aT ¢ 3 TqiRerie + FchRaHaEy dae
+ fTee aATeTE strafer i FRaa gas 3o (S 2898 T8 Ta7a THSTET FgT 147 8) F STIT
AT T STTEH G T GATAAT g et Ih AT o Fererd fasheT Iqesy 2;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starrer it fRrewrfer € STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT GLRTL, AT ST T GIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN Fd gU, HIAE STANT # {0 GO er™ie + FChHUaTeT Ade + AT
TR AwTE A9y & e % foro At B sie B i sara & vfafig =11 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3406(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Paracetamol + Chlorpheniramine Maleate + Phenyl
Propanolamine is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Paracetamol + Chlorpheniramine Maleate + Phenyl Propanolamine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3407().— FxIT TTHT T Tg THTLE 2l A1aT 2 F creRanasiedemT muT +
FACH AT fae AWy ft Faa g gaeq (59 299 <05 7479 RS F27 747 ) % ST §
AT &l STEH I T TATAAT & TITF Ih ST F G fasheT I 8,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A A, FalT TLHRL, AT AT THATET AT ATA=aw, 1940 (1940 7 23) FT 1T 26F FIT
Y& ATRIT T AN Fd U, ATHE ITANT & (o7 ST EaaAd i A T + FACH AT Ade
Arwter 3 @ & foro fafamiorn, e s e i sama & afafog w5t 2

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3407(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Trithioparamethoxyphenyl Propene + Chlorpheniramine
Maleate is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Trithioparamethoxyphenyl Propene + Chlorpheniramine Maleate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3408(3).—F=1T ALHIT KT Tg THTYTE 2l ST g F TAFAa® 50 et +
e 125 i g @7 axa sty it g g g9 (S T0# 289+ 74971 TwRSHT Fal
TAT B) o ITANT A TATT T ST I T HATAAT g SaTh I AT o geierd fHwmed Iqeey &;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starrer it fRrewrfer € STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
FT Y& ARRAT T YINT FXd g0, A19d ITAN & o0 Taarears 50 fFeim + 3af€e™ie 125
iR @ & a<a swter F faser = forw fafamton, feer s g gia wama & afafog w2t 2|

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3408(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Aceclofenac 50mg + Paracetamol 125mg oral liquid is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Aceclofenac 50mg + Paracetamol 125mg oral liquid with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3409(3).—F1T ALHIT KT Tg THTYTE 2l ST g F TASFAra® 50 et +
trfRere 125 e dae st f Rag gas e (R =a@ =0 Ta7q THESTET w27 4T 3)
& ITART H TSN STIEH S 6l THTAAT § T 36 ST % LA fahed 3T &;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
BT Y& ARRAT T AN Fd g0, A19d ITAN & o0 Taardars 50 e + e 125
AR &arte swfar & s & for fafamior, faeeer siie fawor i wame & wfafog w0t 2

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3409(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Aceclofenac 50mg + Paracetamol 125mg tablet is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Aceclofenac 50mg + Paracetamol 125mg tablet with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)



[$TRT [I—=vE 3(ii)] T T TSI © T 127

srfergEAT

T2 faedt, 2 sreq, 2024

FTIT. 3410(3H).—FET TCHIT FT I LT 27 1aT 2 3 T8 TrEhiehe STEhiehe +
Hfaw Aiee Awfy f Faa gus @ (G =098 9% 727 TRSET Figl T 8) % ST o
AT &l STEH I T TATAAT & TITF Ih ST F G fasheT I 8,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starrer it fRrewrfer € STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT GLRTL, AT ST T GIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN Fd g, HIAE STAN % [T TSAIAT STShiehe STEHIehe + AT sfidee
Arwter 3 @ & foro fafamiorn, e s e i sama & afafog w5t 2

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3410(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Adenosine triphosphate diphosphate + Magnesium Orotate is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Adenosine triphosphate diphosphate + Magnesium Orotate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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M. 3411(3A).—F=1T TR HT qg THTE 27 96T g fF umFaElee oegese +
STEFATFATIRI IR + Aara e strafer i T gus g (R =9# 8% 7491a TR F27
TAT B) o ITANT A TATT T ST I T HATAAT g SaTh I AT o geierd fHwmed Iqeey &;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%

T 9&d Rl & TSI F3d gU, AFa IR & o gAiEaEiee aegege + seaEareieT
IR + A e Ay & fawa % forw AfAwto, G siw e @a sama & fafvg #7211 )

[T, €. THF-11035/53/2014-STTRaFHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3411(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Amoxicillin Trihydrate + Dicloxacillin Sodium + Lactobacillus
is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Amoxicillin Trihydrate + Dicloxacillin Sodium + Lactobacillus with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3412(H).—F=1T TLHT HT g THTE g AGT g 6 FAART STegrRs e 25
feftum + daffeme 300 fefium Swfer 6t Faag gos @aee (S 98 =0 791 TR Fagl
TAT B) o ITANT A TATT T ST I T HATAAT g SaTh I AT o geierd fHwmed Iqeey &;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starrer it fRrewrfer € STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
FRT & Rl & A6 F3d g0, AT START & o0 HAAeT SegRgaaass 25 Mehm +
e 300 Fetm drwfer & fasear & fore fafaeto, R sie e @a wama & sfafug F:7T 2)

[T, €. THF-11035/53/2014-ST0RaTHT (ATT-1V)]
T[S TYTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3412(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Camylofin Dihydrochloride 25 mg + Paracetamol 300mg is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Camylofin Dihydrochloride 25 mg + Paracetamol 300mg with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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M. 3413(H).— Fo1T TTHT FT Tg TATATT 27 JA1a7 2 % FfwEFa+ s s aufy
#t g gus dae (R =88 0% Ta1q UTRSHT F 7 T4 8) F STINT F JGeal 1 SIew g 6iF
TATAAT g ATk IF AT F giard Fwed Iueey 2;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fosfr = faaeor it wfafig w3 Araeasg) SURRE #1 eae § v gu, AR # B off sy % 3w
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU SHTATHIIT AT SAted | a9d® T aHi=14 g;

A T, FATT GLRTL, AT ST T GIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN X gU, HIE STAN e afhfaaa+ era R awfd & &g F o
fafawTor, faw sl Ao @ a9 e 7 gfafug Fd 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3413(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cefixime+ Acetyl Cysteine is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Cefixime + Acetyl Cysteine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3414(A).—FT ALEHT KT Tg TETYE 2l ST g [ Ghoifeaa dAAgEse +
Fufeanfess siwfer & Fag gos 9o (5 =898 =899 719 TRSET gl 197 §) % ST §
AT &l STEH I T TATAAT & TITF Ih ST F G fasheT I 8,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fosfr = faaeor it wfafig w3 Araeasg) SURRE #1 eae § v gu, AR # B off sy % 3w
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starorer T fererfer it STt 27

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU SHTATHIIT AT SAted | a9d® T aHi=14 g;

A T, FATT GLRTL, AT ST T GIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FTXT & TRl T SN 3d g0, HT9d SUINT & o7 Shafaa diFiglege + axeaaftesy siwfer &
e & foru fafamiorn, e s e @a wama & afafog F:dt 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRTT (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3414(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cephalexin Monohydrate + Serratiopeptidase is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Cephalexin Monohydrate + Serratiopeptidase with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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F3AT. 3415().—F41T ALY FT Tg THTITT &7 A1q7 ¢ [ afed MREe + HEHET 9ehe
TN + s gesirte o drwfar fit Fag g e (R =a9@ =09 7a7a TwSET Fg7 747
2) F ITANT & FACHT T ST ZI il TATAAT & TToh I<h ATTE F FIerd farwed 3uerse g,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fosfr = faaeor it wfafig w3 Araeasg) SURRE #1 eae § v gu, AR # B off sy % 3w
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU SHTATHIIT AT SAted | a9d® T aHi=14 g;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
BT Y& SIRRAT T TN F2d g0, A9 ITAN & o afeed AREe + /@M aethe TR +
reree gemte FRA siwfer % fasea & foro fafamtor, fasrr s e @i sama & afafug 2t 8

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3415(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cetyl Myristoleate + glucosamine Sulphate
Potassium +Methyl Sulfonyl methane is likely to involve risk to human beings whereas safer alternatives
to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central
Government and the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended
that “there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the
Central Government is satisfied that it is necessary and expedient in public interest to prohibit the
manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for
human use of drug FDC of Cetyl Myristoleate + glucosamine Sulphate Potassium+ Methyl Sulfonyl
methane with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FT.M. 3416(H).—F3T THT F Tg TATIE & I1a7 2 F SaaRT adft +@EmET a¢he
TN FAEE JUAYT +THTATH (RrareeaehiAIaw ) + dfee arafieee Sty f Faa gus g (e
TEH THE TETT THSIET FgT TIT 2) F START § TISAT HT SITH I T HATIT & ST 36 arafer F qeiee
e IUeTey 8,

Y, T R g s v @ aftafa g = amae & S A w2 of s s Rows atwfa a
TH UHESIHT &l Tohgld qTET =T,

AT, SMOT Tl TATERTE ave F AT 376 THSIET i o= & oft =i Rrerfeer £ off &5 <o wwdeT &
Safde agal 1 ws i =T &1 81 39 TRSHHT § AISAl & SITEH g1 9l g oTd: ATIH Jied H,
Arafer e yoTeE aray staraT 1940 F g 26% F refi o uwSrHt F fAfRwtr, e = g wr whafvs
FAT AALTT| SULNH I T § T@d gu, TRET 7 Bt off T % START 6T At & arar et off s
= 77 Meae =TT T8l g1 SHO, Fa G 26% & orefi_ giauer Fi et fi STt 87

T I AT THRATHRT TATGHRTE ATS T AR 3 e %, Fx1T TEHL FT Ag THTTT 2l ST 9 FF
AT I A9 F A ITAN F forw faw & forg fafamtr, G i faeor # wfafg #wa go ssfafiafag
FIAT TG d § ATALTH T TH=IT &

AT A, FATT LRI, AT AT TETET TR ATATT, 1940 (1940 FT 23) FT &=T 26%F FRT o
ARFAT T TANT Fd gU, "Wd ST40 & &0 SHEART AEd +HIarHEd dothe TefAT Fss JUadr
+THTETH (FRuTsaaesiade) + afeq i sfer F R F oo ffamton, B siv faor @ yame
T wfafug Fdr 2l

[T, €. THF-11035/53/2014-ST0RaTHT (ATT-1V)]
T[S TYTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3416(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Diacerin IP + Glucosamine Sulphate Potassium Chloride USP
+ MSM (Methylsulphonyl Methane) + Cetyl Myristoleate is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Diacerin IP + Glucosamine Sulphate Potassium Chloride USP + MSM (Methylsulphonyl Methane) +
Cetyl Myristoleate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)



134 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(ii)]

srfergEAT

T2 faedt, 2 sreq, 2024

FIT. 3417(3H).— Fe1T HLHTL T A THTATT 27 J7a7 ¢ 3 JfReraier STasirhaTs Ty
+ FhT TAggy awfy f Faa gus @@ (B =98 o0 1919 TwSHET FgT 147 €) F ST &
AT &l STEH I T TATAAT & TITF Ih ST F G fasheT I 8,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fosfr = faaeor it wfafig w3 Araeasg) SURRE #1 eae § v gu, AR # B off sy % 3w
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU SHTATHIIT AT SAted | a9d® T aHi=14 g;

A T, FATT GLRTL, AT ST T GIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN X gU, I STANT % (o0 QO erie STEarhTa qIe i + Fohi
TAgregH ANu e & fawa & forw ffawior, fsrr s fAaeor i yame & sfafug w7 21

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3417(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Paracetamol+ Diclofenac Potassium + Caffeine Anhydrous is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Paracetamol + Diclofenac Potassium + Caffeine Anhydrous with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3418(3).—Fs1T TTHIT FT Tg THTAE Bl orar g & Rereas @ikaw +
Rrimeeae SFew Sty £ Faa gas gaee (B eo8 0% 1919 TR 27 T3 T 8) F
START F FATT T ST ZIA T THATAAT g STaTh I AT qrerd forwmed Iuerse g,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fosfr = faaeor it wfafig w3 Araeasg) SURRE #1 eae § v gu, AR # B off sy % 3w
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starorer T fererfer it STt 27

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU SHTATHIIT AT SAted | a9d® T aHi=14 g;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%

BT Y& TRl &1 JART 3d g0, AT9d STANT # U RadATeT® gieaH + Rrsa=ewaes Saw
Arwter 3 @ & foro fafamiorn, e s e i sama & afafog w5t 2

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3418(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Diclofenac sodium + Thiocolchicoside Injection is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Diclofenac sodium + Thiocolchicoside Injection with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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F.3M. 3419(37).—FE T TR HT T qUTATH 21 51T ¢ FF eterfiamzfaem + e + s
+ AFNAAAT WA + AT R W A< Aty § Faa gus @@ (57 =a98 =095 T4
THSTHT gl AT ) F STIRT F AISAT &l AR g fl GATIAT & ST I A9 & gerera fFsweT
ITAEH &,

AT, FET AR FIT Ak U faorast afafa g =0 9 it st i 72 o7 e 3 e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
FTIF AR |, Aol ¥ gomes arad’ ATy 1940 it 9m=7 26%F F 1= =0 uwSrHT & Afawior,
o = faaeor &t wfafug F3T Araease| SURE & 49 § Tad gu, AR § Bt off sy % 3w
FT Al I arar B oft wer # AfRmme a1 A =T 981 g1 8o, Fad 9T 26%F % st
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
o7 & Zor ¥ 36 AwfY F Aa 9T F forw o F oo R, e i fTawr o yhfve =
TU SHRAMATHT FIAT SHed | AT S U= &

AT T, FATT LRI, AT T TATT TR Afa=za, 1940 (1940 w1 23) Fir &7 26F
T Y& AaRRAt T TN Fd g0, AHa SR & o st + aiffersier + Sl +
AT AT T + AFE SO W8 At ey F fas  forg famton, e siw A i
TATT | T TOg FAT 2l

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3419(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Doxycycline + Ornidazole + Bromelain + Lactobacillus
Rhamnosus + Lactobacillus Reuteri RC is likely to involve risk to human beings whereas safer alternatives to the
said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Doxycycline + Ornidazole + Bromelain + Lactobacillus Rhamnosus + Lactobacillus Reuteri RC with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLIAT. 3420(N).—F=T AR KT Ig UL 2l a7 g st =dina +
femTEEARFie + Auteqnafess siwfyr f Fag g daew (B =898 0% 77 TRl Fal
TAT ) & STANT H FICAT T SAMTGH ZI T GATAAT § T Ih AT F G fohed IqaeH 2;

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fosfr = faaeor it wfafig w3 Araeasg) SURRE #1 eae § v gu, AR # B off sy % 3w
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starorer T fererfer it STt 27

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU SHTATHIIT AT SAted | a9d® T aHi=14 g;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
BT Y& ARl T TIRT F3d g0, A9 SUINT & o0 Siafiarsiaad Tadive + dfierarsaareaaied +
quteanftess st & fawa & forw Ao, Gerr i e @ia swma & sfafug w2l

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3420(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Doxycycline HCI + Betacyclodextrin + Serratiopeptidase is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Doxycycline HCI + Betacyclodextrin + Serratiopeptidase with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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T, 3421(3).— FeT LR FT Tg THTATE 2l AGT ¢ FF gRymERY €ake, trenass
+ AfFes vfie 3fww F s awfer f Fag g @@ (R 298 2o 72 TRSET #2737 ) F
START F FATT T ST ZIA T THATAAT g STaTh I AT qrerd forwmed Iuerse g,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fosfr = faaeor it wfafig w3 Araeasg) SURRE #1 eae § v gu, AR # B off sy % 3w
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU SHTATHIIT AT SAted | a9d® T aHi=14 g;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
FT Y&T ARRAT F TN Fd g0, AT 3TN & o0 gfemmsfae €ee, thenweRe + dfFes
Tt sFaee & JUET Aty & s & foro @A, e i Faer @ia swme & giafug w3 g1

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TYTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3421(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Erythromycin stearate eq.to Erythromycin + Lactic acid
Bacillus is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Erythromycin stearate eqg.to Erythromycin +Lactic acid Bacillus with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3422(A).—Fa1T ALH H Ig THTATE BT 16T g fF Qs + e +
Fufemftess siwfer it P gos @aem (B9 =98 9% T2md TwdET F27 17 8) F STAIRT §
AT &l STEH I T TATAAT & TITF Ih ST F G fasheT I 8,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fosfr = faaeor it wfafig w3 Araeasg) SURRE #1 eae § v gu, AR # B off sy % 3w
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starorer T fererfer it STt 27

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU SHTATHIIT AT SAted | a9d® T aHi=14 g;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
FT 9& TRl &1 TR F3d g0, A9 SUANT & (o0 Telei® + Gaerd e + SfeAuftass 2aT &
At g 9o siwter & fasea & forg At e s A @a s & wiafus w21

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3422(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Etodolac + Paracetamol +Serratiopeptidase is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Etodolac + Paracetamol +Serratiopeptidase with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FIAT. 3423(3).— F5T TLH FT g THTEM 21 AT ¢ & T doe 400 e +
trfierer 325 et dae st f Raa g e (R =0# =0 T7a7a THSTET w27 T4 3)
F IUTRT H ATSAT &l STEH G T GATAAT & TIF Ih ST F FIea faheT I 8,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fosfr = faaeor it wfafig w3 Araeasg) SURRE #1 eae § v gu, AR # B off sy % 3w
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU SHTATHIIT AT SAted | a9d® T aHi=14 g;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
BT Y& ARRAT & TART Fd g0, AT START & o R fiéie #te 400 Fem + daffeie 325
e daeie Al & @A & foro fEfamion, fer st e @ sama & afafog Fw5=dt 8)

[T, €. THF-11035/53/2014-ST0REFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3423(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Flupirtine Maleate 400 mg + Paracetamol 325 mg tablet is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Flupirtine Maleate 400 mg + Paracetamol 325 mg tablet with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FLIAT. 3424(H).—F3T ALEHR FT T TATGE g1 I 9T F HEWET qehe TEmT
FTEE 410 fefium + SigefeT aohe 100 fAefumr siwfay &t fwa g 9w (R =q8 o
THTT THSTEHT FT TAT 8) F ITIRT T AGCAT I ST g hl G9TEAT § Taih 3<h Aot & qeierd
e ITeTeH ¢,

AT, FET AR FIT Ak U faorast afafa g =0 9 it st i 72 o7 e 3 e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
FTIF AR |, Aol ¥ gomes arad’ ATy 1940 it 9m=7 26%F F 1= =0 uwSrHT & Afawior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § g gu, At # Rt off sy % s
FT Al I arar B oft wer # AfRmme a1 A =T 981 g1 8o, Fad 9T 26%F % st
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
o7 & Zor ¥ 36 AwfY F Aa 9T F forw o F oo R, e i fTawr o yhfve =
g0 =H AfFafaa Far AR § sraeas oiw 6= &

AT A, Fal T TLHRL, AT T AT qredT Afafa=aa, 1940 (1940 7 23) &t &4T=T 26F FIT
TET ITRAT T AN X g0, AT STANT & [0 W@ |THTET qohe TIefqaHd Frse 410 i +
Figrsfed avhe 100 =i siwfer & fAwa & oo @fAmirn, Ger siv Ao a gama & afavs
FAT B

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3424(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine sulphate potassium chloride 410 mg +
Chondroitin Sulphate 100 mg is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Glucosamine sulphate potassium chloride 410 mg + Chondroitin Sulphate 100 mg with immediate effect.
[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FLAT. 3425(37).—FET ALEFN FT T TATAE g1 9 9T F GHEWET qehe T
FARTEE + fAomee gehre FEe + TIRtTw e + FlUT o Yergrese + S avhe + ferfaa i3
ey i R gues g3 (B8 =08 =80 727 THSIET Fgl 7 8) F STIE F Tqedl 1 S g
FT HATAAT § STk 3h ST F L& [ahed ITAH g,

AT, FET AR FIT Ak U faorast afafa g =0 9 it st i 72 o7 e 3 e
AT 7 =9 THSTHT Hl Tehe | JET T,

AT, ATier AT TR a1 7 ot 3% uhSHT it st f oft sie fRrwrfver i of fF 2w
TRSHHT H qATAE STaTAl T HIS (e 1T =T qal gl TH THSTET & HISAT T SIEH gl gadT gl o
FTIF AR |, Aol ¥ gomes arad’ ATy 1940 it 9m=7 26%F F 1= =0 uwSrHT & Afawior,
o = faawor &1 wfafog F3A7 sraeds g1 S & e § g gu, At # Rt off sy % s
FT Al I arar B oft wer # AfRmme a1 A =T 981 g1 8o, Fad 9T 26%F % st
sfarerer T freTfer it STy 27

ST ITh SATITEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, FHxld GLHTL HT g THTHTT gl S
o7 & Zor ¥ 36 AwfY F Aa 9T F forw o F oo R, e i fTawr o yhfve =
g0 =H AfFafaa Far AR § sraeas oiw 6= &

AT T, FoT LRI, AT ST TEATT FTEAT AT, 1940 (1940 FT 23) Fi &T=T 26%F
BT & TRl T SANT 3d g0, HIHd SUINT 6 o707 IHI|THTET gothe TR FAREe + s
TERIA T HIAT + TIRTT TRE + I othe YaTgrzse + HHIS gohe + e 3 siofar s RAwa &
form AR, s sie [ @ a9 e 7 gtaftg w2l

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, AT (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3425(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine sulphate potassium chloride+ Methyl Sulphonyl
Methane (MSM) + Sodium Borate + Copper Sulphate pentahydrate+ Manganese Sulphate + Vitamin D3 is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Glucosamine sulphate potassium chloride+ Methyl Sulphonyl Methane(MSM) + Sodium Borate+
Copper Sulphate pentahydrate+ Manganese Sulphate + Vitamin D3 with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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FT.3TT. 3426(37).—Fo T TLHIT HT Tg THTTT gl JTqT g [ T[FEHIE qehe GIeay FAEs
+ IS + O + [ + Fia swfer f R g gaee (5 298 z80% 7919 TR 27 T 8)
F IUTRT H ATSAT &l STEH G T GATAAT & TIF Ih ST F FIea faheT I 8,

ST, FHFET FLHE g s v e afufa arer 38 AmHer f = A TS off o S A
afafa 7 9 THSHT FT Teha T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TSR i s Y oft v Rrerfer f oft F 2w
TRSE § safde sraaat &1 g e sfifeer 71 81 28 UTHSET F oAt F7 S| g7 ghdT gl 37
I STAfed |, ot e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwdet F fafawtor,
fasrr = o & wfafrg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starrer it fRrewrfer € STt 87

AT ITH AT THATRT TATZHTL AT ohl TERTILET o SATETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F gra U F forw e % forw fafamior, e s a6 wfatvg wwa
TU oo AT F3AT SHfed § AEeda oY a6+ &;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr & 26%
BT 9& TRl T TART Fd g0, AT STIART % o7 IThATHTET Gothe QITSIH FAIISE + HIAIST +
T + i + Fa< siwey F f@Fwa F o fafamiorn, B s e ia wame & gfafig w7t 2l

[T, €. THF-11035/53/2014-ST0RaTHT (ATT-1V)]
T[S TYTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3426(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine Sulphate + Sodium chloride+ Manganese +Boron
+ Zinc + Copper is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational,

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Glucosamine Sulphate Sodium Chloride +Manganese +Boron + Zinc + Copper with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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T3, 3427 (37).—HeTT TLHTT HT g THTLTT BT 1T g o6 THITHATST Tohe + ATgIgied qehe
+ Fremee gede e + e 63 + [Reafw € + R &t + aafaw + oiedes s + oiedes
Hrfsr + glodes e + gfodes waT + ufoded 0w swfer & Rag gas saee (G za+9
THE TATT THS HT gl AT &) & START & FACAT ol SITTEH gIe ol SATAAT § STk S<h ATTTer  qrard
oo 3ueTey &,

ST, FHFET gL g s v e afufa arer 38 AmHer f = A TS off o S A
AT 7 =9 THSTHT Hl Tehg = JET T,

AT, ATfer AT TR e 7 ot 3% uhSHT it st f oft sie fRrerfver i of 5 2w
TR § HATAE TATAT HT HIS (A hce 1T =T Tl gl 39 THSTHT § TACAT Hl STEH g1 FhdT gl T
TIF AT |, i e yomas araft srfafaw 1940 £ amer 26% F stefi= o wwdet F fafamtor,
o a1 faaeor &1 WiAfug FEAT AaeT® g1 SUh & &4 | T@d gu, ARET § Bt ff yee & 3
FT AT & araT et o w7 e a1 Mea =meEa 981 81 9oy, Fae Oy 26% & el
sfrerer s fErTier it ST 87

ST ITh SATTEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, i TLHTL HT g THTHT gl S
o7 3 Zor § 3% AWfY F A vt F forw B F oo R, e i fBawr # yhfvg =
TU oo AT F3AT SHfed § SAEeda oY a6+ &;

A TS, FAlTT GLRTL, AT ST T GIHIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN FXd gU, AT STAN (o0 IqHIaTHIST dohe + Figisied gokhe + Aumsa
gehI e U + Rerfm 13 + fAerfae € + ety |t + 9w + giedes s + giemes daris +
Tferfied HIHAw + Ticrdied FaT + Thried S0+ siwyr & faswa + oo ffamtor, B s e gia
TATE | ITATg FdT gl

[, €. TH-11035/53/2014-STTRaFTHT (ATT-1V)]

SEIC) AT, HATZHTL (TTT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3427(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine sulphate + Chondroitin sulphate +
Methylsulfonylmethane +Vitamin D3 + Vitamin E + Vitamin C + Selenium +Elemental Zinc +Elemental
Manganese + Elemental Chromium + Elemental Copper +Elemental Boron is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;
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Now, therefore, 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 and distribution for human use of drug

FDC of Glucosamine sulphate + Chondroitin sulphate + Methylsulfonylmethane +Vitamin D3 + Vitamin E +

Vitamin C + Selenium +Elemental Zinc +Elemental Manganese + Elemental Chromium + Elemental Copper
+Elemental Boron with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)

EIRGEE

72 faeett, 2 emred, 2024

FAAT. 3428(3).—Fd T TLHT FT AZ THILME 2T AT ¢ fF  TqwEmmET aehe + s
qehIA e HRAT + Feier gee + Refw € wHite + Sieoaw waie siwfar & Raa gaes @@ (e
THH TEE THTT UHSHT Fgl TAT ) 6 STANT § TASHT il SITGH I 0l GHATAAT § TdTeh 36 AT 6
qrra faseT 3T &;

3T, i g g fAges v fFerest afafa g 38 ArHer B S A TS off o SR At
qrATT 7 29 THSTHT FT Toha = JET T,

3T, Arafer T TATERIT are o AT I THESIET Al S hr ofF 3w frarteer #7 o & =7
THSHHT H Aq(dE STaTdl T HI5 (e 17 ST qal gl TH THSTET & AISAT I SIEH gl 9FdT gl o
FTIF T2 |, ST T TETET ATHUT ATAFTT 1940 H¥ 91T 26F + Tl =7 THS AT & fAf=wi,
o = farawor &y wfafig F3AT sraeas g1 S & e § g gu, ANt # Rt off sy F s
FT Al I arar B oft were # AfRmme a1 e =TT 981 g1 8o, Fad g 26%F % st
Sty ST FRreRTTer T ST 27

ST ITh SATTTEr Tehet [e0] HATZHIL TS 0l (ARILLT o ST UL, i TLHTL HT g THTHTT gl S
o7 3 Zor & 36 AWl F Aea vt F forw e F oo R, e i faw o ahfvg =
g0 = AfFafaa Fr Satea  sraeds ofiw aHi=1T &

dT: TG, FATT LRI, AT T T ATERAT Afa=zaa, 1940 (1940 w1 23) Fir &7 26F
FIT &< SIRRAT &1 TN F2d g0, HET ITAN % o7 T@RETHIET qe%he + fAuree aehiid {iuT +
HIIT gothe + e € wHfiee + Ffoeaw waive stwfd & f{wg & foro Bfamtr, Gee s faer T
TATE F TTaTug FLdl gl

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3428(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine sulphate + Methyl sufonyl methane + manganese
sulphate +Vit E acetate +calcium Carbonate is likely to involve risk to human beings whereas safer alternatives to
the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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”;
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And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Glucosamine sulphate + Methyl sufonyl methane + manganese sulphate +Vit E acetate +calcium Carbonate
with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

srfergE=AT

T2 faedt, 2 sred, 2024

FIAT. 3429(N).— FET ALK FT Tg THATYTT B AT ¢ [ TTHIEEIET qehe + Qe
THiee + Hfearaw Germe + faerae 13 srwfer & Faa gus 9w (59 3899 =9 797 THE T gl
TAT §) o ITANT H TIHT il ST g ohl HHATAAT ¢ STateh 3 AT 6 giard aehed 3T 2;

3, T gt g few v freras afata g o awer it s i w2 ot s s R
AT 7 9 THRSTHT &l Tehg | 74T =T,

AT, AT THRATRT TATGRIE a1 7 AT I TSI i o A7 o sfiw Frrfver & of & =9
TRSHT § e sra=at &7 Frs Aihce 7 fif=eT A1 81 39 THRSTHT § TCAT HI STEH g1 GahdT gl T
T ST |, i e yomas araft srfafRaw 1940 £ gy 26% F stefi= za wwet F fafawmtor,
o a1 faaeor &1 WA fug FEAT AraeT® g1 SUh & &4 | T@d gu, ARET § Bt ff yae & 3
FT AT & araT et | w7 A a1 Meas =meEa 981 81 9o, Fae Oy 26% & el
srarorer it FErRTier it STt 87

AT ITH AT THATRT TATZHTL TS shl RRTIET 3 SATETT T, sl TLRTE FT A THTLTT BT AT
97 fF T ¥ 3<% AWty & gea e & forw fasa & oo fRmtr, faee e feaer = yfefog #a
TU oo AfAaHa F3AT SAfed § SEeds oY a6+ &;

qd: A, T TLRIL, AT I TETEIT ARAT ATTHAH, 1940 (1940 Fr 23) T 12T 26%
FTXT & TRl T AR 3 g0, HTHE SUINT % o7 I@|mTee dethe + fAerfaq € udiee + Hfeaaw
gareee + et €13 Aty & fawa & foro AfAwto, fe siw B @a sara & sfafrg #7211 )

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TLTA, TATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3429(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine Sulphate + Vitamin E acetate + Calcium
Pantothenate + Vitamin D3 is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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”;
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And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Glucosamine Sulphate + +Vitamin E acetate + Calcium Pantothenate + Vitamin D3 with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

EIRGEE

T2 faedt, 2 ereq, 2024

FT.3TT. 3430(3T).— FekTT TLHTT FT Tg THTLTT 2T SATAT 2 {3 TS qehe TfAaT Fse
+ FUIH FEHE TH HEMS A (HT Grad) Aiferh e & aax + Qe i3 awfy 6t Faa
GO e (S =08 =80% T97d THSTET g7 T 8) & STINT § TCAT il SEH g1 ol G997 8
ST ITh AT & qIIerd AT 3ued &,

Y, i g g fAges v Aot afafa grer 38 ArHer B = A TS off o S At
qIATT 7 29 THSTHT FT Toha = JET AT,

ST, Aoty T qATERIT are o AT I THSIET Al S r ofF 3w fFrarteer #7 o & =7
TRSTHT | AqATAE STaTAl T HIS (e 1T ST qal gl TH THSTET F AISAT T SITEH gl 9FdT gl o
FTIF T8 |, AT AT TETET ATHUT ATAFTT 1940 H¥ 91T 26F + Tl =7 THSHAT & fAf=w,
o = forawor &t wfafig F3AT sraegs g1 S & e § g gu, At # Rt off sy F s
FT Al 37 arar B oft wer #1 Affmme a1 A =TT 981 g1 8o, Fad g 26%F % st
Sferorer ST FEreRTTer T ST 27

ST ITh SATTTEr Tehet 10T HATSHIL TS 0l (ARILLT o ST UL, i LA HT g THATETT gl S
o7 3 Zor ¥ 36 AWl F Aea vt F forw B F oo R, e i fawr o ahfvg =
g0 = AfFafaa Fr AR  sraeds ofiw aHi=1 &

AT T, FoT LRI, AT ST TEATA FTEAT AT, 1940 (1940 T 23) Fi &T=T 26%F
FT Y& ARl T TN 2T g0, HIAE STANT % (o0 TR IaTHIST gethe I AAH FAISS + Hic
FIEE T HAH AT (HTT e Fifersd hiesrdaw & gaag + e 3 sty & s & o
AT, faw sl Ao @ ya e 7 gfafug Fd 2l

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI FLTAA, AATZHIL (ATA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3430(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine Sulphate Potassium chloride + Calcium
Carbonate from an organic source (oyster shell) eqg. to elemental Calcium + Vitamin D3 is likely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
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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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Glucosamine Sulphate Potassium chloride +Calcium Carbonate from an organic source (oyster shell)
eg. to elemental Calcium+ Vitamin D3 with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

CIELCE]

72 foeety, 2 emred, 2024

FAAT. 3431(37).— FdT TLHT T Tg AT 2f o1ar g & afeq fR=me + e
qehe TIIATH FAISS + Famse gehieia €99 swfer it Fag gus 9w (e =385 3896 749ma
THRSET HFT AT g) F STANT & AISAT &l STITEH I Sl GATIAT & STaieh 3h ATer & grer e
STAEH &;

3T, FET TR g A U faeras afufa grr =8 Am|e f = A TS off o 3 e
AT T TH THSTHT &l Tehg (9 JIET T,

ST, Arafer aEerehr g a1 F ff I RS i Stier i oft i fRrwrfeer f of B ew
TRSTHT | AqATAE STaTAl T HIS (e 1T ST qal gl TH THSTET F AISAT T SITEH gl 9FdT gl o
FTTH SAATed |, AT S AL AT ATAHTT 1940 HT 97T 26F 6 oTefid =0 THeTE! & fafaai,
o a1 faawor &7 WA TUE FEAT a9 g1 ST &l &9 | T@d gu, URMET § et #T T & 37300
F st oo et Gt ot sy 1 AR =1 P s 787 81 safo, Faer g 26% F aefiv
st it AT & STt 87

ST ITh SATTTEr Tehet 10T HATSHIL TS 0l (ARILLT o ST UL, i LA HT g THATETT gl S
o7 3 Zor ¥ 36 AWl F Aea vt F forw B F oo R, e i fawr o ahfvg =
g0 = AfFafaa Fr AR  sraeds ofiw aHi=1 &

AT T, FoT LRI, AT ST TEATA FTEAT AT, 1940 (1940 T 23) Fi &T=T 26%F
FTT Y& ATRIT T TN 2 g0, AT ITANT & forw afed AREe + ST aethe Tl
FAEE + e gediFa #oe wler & e & o fafemirn, B s T giq & e & aiaitg
FAT B

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS TLTA, AATGHIL (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3431(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cetyl Myristoleate + Glucosamine Sulphate Potassium
chloride + Methyl sulfonyl methane is likely to involve risk to human beings whereas safer alternatives to the said
drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;
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And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Cetyl Myristoleate + Glucosamine Sulphate Potassium chloride + Methyl sulfonyl methane with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

ST

7 foeety, 2 emred, 2024

T, 3432(3H).— FETT TLHIT FHT A THATHTT &1 ATAT & 1% T[@RIETHTST Gehe TeTEaH TS
+ RIS geRFte Ho + Foeraw Fwreide + e € + dweier awfer f g gus g9 (e
TOH THF THTT UHRSIHT F2T T4T ) F ST F I T SATTH 2 T ST & T (e 36 S0 F
e fashed Iuerey 2;

3, T gt g Aew v freras afata g == awer it s A ot s s R
afafa T = TESHT T TR FTET T,

AT, AT THRATRT TATGRIE a1 7 AT I TSI i o A7 o sfw fFrrfver & of & =9
TRSHHT H AqATAE SATIAT &1 HIS (A 1T ST Tal gl TH THSTET & HISAT I SITEH g 9hdT gl .
T ST |, i e yomas arft srfafRaw 1940 £ gy 26% F stefi= o wwet F fafawtor,
e = faaeor &t wiaftg F3AT aea® g1 ST &l &41 § T@d gu, TN # Bt ot TR & ST
FT AT & ATeT et o w7 AT a1 Meeam = 981 81 9o, Fae Oy 26% & el
srfaorer st ferTier it St 87

AT ITH AT THATRT TATZHTL TS shl RRTIET 3 SATETT T, T TLRTE KT A THTLTT BT AT
97 fF T ¥ I AWty & g e & forw fasa & oo fafRmtr, faee e feaer = wfefog #<a
TU oo AfAaaa F3AT SAfed § sEeds oY a6+ &;

qd: A, T TLRIL, AT I TETIT ATRAT ATHTH, 1940 (1940 F1 23) T 41T 26% T
T QTRRAT T TART i g0, AT STANT 6 [o10 T MTHTET Gothe TIefaH Fqrse + e
eI HIAT + Ffoerad Fraiae + RFerfae € + Avier At ¥ fawa F fore ffawtor, G i e
T TATF | Tiafog Fal gl

[, €. TH-11035/53/2014-STTRaFTHT (ATT-1V)]

SEiC) AT, HATZHTL (TTT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3432(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine Sulphate Potassium chloride + Methyl sulfonyl
methane +Calcium carbonate +Vitamin E+ Manganese is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;



150 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(ii)]

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Glucosamine Sulphate Potassium chloride + Methyl sulfonyl methane +Calcium carbonate +Vitamin E+
Manganese with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)

CIELCE]

7 faeety, 2 emred, 2024

F.3T. 3433(3H).— FETT TLHIT FT T THTHTH &1 ATAT & 1o T[@HIATHTST Gohe TeTEaH TS
+ FoaH FEAE + AT FehiAT H1U + eI 13 shwfar it g gue @ (G za99 oo
THTT THSTET Fgl TAT 8) F STIRT § AGCAT Hl SITGH g ol 9| § Tt 3<h Arrer & qaierd
e Iuerey &

3, T gt g Aew v freras afata g o awer it s i w2 ot s s R
AT 7 9 THRSTHT &l Tehg | 74T =T,

AT, AT THRATRT TATGRIE a1 7 AT I TSI i o A7 o sfw fFrrfver & off & =9
TRSHHT | qATdE SAFFAl T HIS (A 1T ST Tal gl TH THSTET & HISAT I SITEH g 9ahdT gl .
TIF AT |, SOt e yomas arft srfafAaw 1940 £ gy 26% F stefi= za wwet & fafamtor,
o a7 faawor &t gfaftg F3AT AraeTag) UL #1 e\ § T@d gu, Anra § T off sy F ST
FT AT & ATt et o w7 A a1 Meam =g 981 81 9o, Fae Oy 26% & el
starorer T frerfer i STy 27

AT ITH AT THATRT TATZHTL TS ohT RRTIETT 3 SATETT T, T TLRTE KT A THTLTT BT AT
97 fF T § 3<% AWty & grea et & forw fasa & oo fafRmtrn, faee e feaeor = yiefog s
TU AT AT SA(ed | a9 T aHi=1 ;

qd: A, Dl TLRIL, AT A TETIT AT ATSTHAH, 1940 (1940 F1 23) T 4127 265
FTT & TRl T AR 3d g0, A9 SUFNT o 70 I@|mHTET gethe T FAIIEE + Hicqaw
FIEAE + e geh #ow + ferfiv 3 st & g & forg fafamiorn, B siv ffaor i
T | ITA g FdT 8

[T, €. TF-11035/53/2014-ST0RaTHT (ATT-1V)]

SEiC) AT, HATZHTL (TTT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3433(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine Sulphate Potassium chloride + Calcium
carbonate + Methyl sulfonyl methane +Vit D3 is likely to involve risk to human beings whereas safer alternatives to
the said drug are available;
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And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Glucosamine Sulphate Potassium chloride + Calcium carbonate + Methyl sulfonyl methane +Vit D3
with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

CIELCE]

T foeety, 2 emred, 2024

T, 3434(F).—FET AR FT Tg TATIE 2l AT & [ THAWTeT aehe qIeiaw +
AoTEe ae%e TIRAN + TERHIT HUT + AISIEET Gohe ISTA + HeqIH FEiAe + Qe 3 +
qTT TRe + FF AFTES + TATRSA [AfwT STEaarEs + A Fq5e snwry & g
GO e (S =08 =80% 97 THRSTET gl T 8) % STINT § TCAT il SEH g1 T G91aT 8
ST ITh AT & qIIerd fadheT 3ued &,

Y, i g g fAges v fFerest afafa g 38 ArHer B = A TS off o S At
qIATT 7 29 THSTHT T Toha = JET AT,

T, AT THATR TAATGHIT Al F AT Ih The T il st f oA sie Fprfver & off & =9
TRSTHT H AqATAE STaTdl T HIS (A 17 ST Tl gl TH THSTET & AISAT T SITEH gl 9FdT gl o
T SAATed |, AT T THET AT ATAHTT 1940 HT 92T 26F # refie =7 ThHeTE! & oA,
o = faaeor #r wfafug F3T Araease)| SURE # 49 § TEd gu, AR § BT off w6 % 3w
F st o et Gt ot sy 1 AR =1 P = 727 81 safo, Fae g 26% F aefiv
sfarerer it fererfer it Sy 27

ST ITh SATTTEr Tehet 10T HATSHIL TS 0l (ARILLT o ST UL, i LA HT g THATETT gl S
o7 3 Zor & 36 AWl F A 39T F forw e F oo R, e i fawr o ahfvg =
TU SHRAMATHT FLAT S ed | AaLTF A U= &

AT TG, FATT LRI, AT ST T ATERAT Ata=aa, 1940 (1940 F1 23) Fit =T 26F
BT Y& ARRAT & YA F3d g0, H9d SUINT & o0 @ amHrss gohe Tefad + fAmsa avthe
RIAT + FERIAT AT + AT I3[ Gothe HISIH + HeAH FEe + Ao 3 + aiftaw ane +
% siFTss + FArsed Al SEsiTss + § s Fse Aty & fFwr % oo &,
farser s fRrawor i wara & gfafog #= T 2

[T, €. TFF-11035/53/2014-FTTFFTHT (ATT-1V)]
TS TLTA, AATGHIT (FTTA)
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3434(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine Sulphate Potassium + Methyl sulphate Sodium+
Sulphonyl Methane +Chondroitin Sulphate Sodium+ Calcium Carbonate +Vitamin D3+Sodium Borate+
Cupric Oxide+ Colloidal Silicon Dioxide+ Manganese Chloride is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Glucosamine Sulphate Potassium + Methyl sulphate Sodium+ Sulphonyl Methane +Chondroitin Sulphate
Sodium+ Calcium Carbonate +Vitamin D3+Sodium Borate+ Cupric Oxide+ Colloidal Silicon Dioxide+
Manganese Chloride with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)

ST

% feeety, 2 3Ted, 2024

FT.3M. 3435(37).—H=T TLHTT T Tg TATYTT I ST & o WA HIA + RFAThATh Fieas
o ANfa A g gus @qee (S 3899 2899 7979 TRSRT Fgl 97 8) % STAN § el &
ST ZI T HHTEAT § STaTh 3<h AMTTe & qrerd fawed 3usd g,

1T, FAT TR G Heh U oot qiAfa g | arer i St i e ot S 356 [Hews
qIATT 7 29 THSTHT T Toha = JTET T,

T, AT THATR TAATGHRIT e 7 AT Ih The T il st #f oA sie Foprfver & off & =9
TRSTHT H AqATAE STaTdl T HIS (AR 1T Sl=cT Tl gl TH THSTET & HISAT T SITEH gl 9FdT gl o
FTIF TATGd |, rer T e qarnft Sfaf@aw 1940 Ft oy 26% F qefiq =0 TR & fafamio,
o = faaeor #r wfafug F3T ArEaease)| SURE # &a9 § TEd gu, AR § Rt off w6 % 3w
F st o et Gt ot sy 1 AR =1 P = 727 81 safo, Fae g 26% F aefiv
sfarerer it fererfer it ey 27

T ITH AT T[T TATGHTL TS shl THRTTLLT o SATETT T, T TLRTT T TG THTLTT gf AT
o7 3 Zor & 36 AW F A vt F forw e F oo R, e i fBaew o ahfvg =
g0 TAfA =T AT SAfed § sraeTs s aHi=i 2;

qd: AT, T TERTL, AT S TETET AR AT=77, 1940 (1940 1 23) F o127 26%
FTT Y& ATRAT T TN 2 g0, AT ITANT o0 Fhaiae + Rarears qieaw soFa swfer
& fawa & foro fAfAwT, feT i A @ia awma & wiafus w3 gl

[T, €. TF-11035/53/2014-ST0RaFTHT (ATT-1V)]

SEIC) AT, HATZHTL ()
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3435(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Methocarbamol + Diclofenac Sodium Injection is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Methocarbamol + Diclofenac Sodium Injection with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

ST

% feeety, 2 3red, 2024

T3, 3436(31).— FEIT TLHRTE HT T THTTT 27 911 2 FF IqfEemia + YesifEe swfa &
R gos dae (R =0d 2o Ta1q UHRSTE gl 197 §) F SUIRT & §qeal f1 SeH g 6
TATAAT § STaTeh I AT % GIord e 3T 2;

T, FEIT AR G Ik U A9 afafa g =0 98 it = i 72 A7 3w 3% &
AT 7 =9 THSTHT &l Tehg | 74T =T,

T, AT THRATRT TATGRE a1 7 A7 IF TSI i o A7 ot sfe fArrfver & of &% =9
TRSHHT | qATdE SAFFAl T HIS (e 1T =T Tal gl TH THSTET & Aol I SIEH g 9hdT gl o
TIF AT |, SOt e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wweet & ffawmtor,
o a7 farawor &t gfafg F3AT AraeTsg) SULh #1 e § T@d gu, Anra § T off sy F S
FT AT & areT et o w7 AT a1 Mea = 981 810 9o, Fae Oy 26% & el
srfcorer st ferRTier it STt 87

AT ITH AT THATRT TATZHTL TS ohl RT3 SATETT T, sl TLRTE FT A THTLTT BT AT
9 F I H ST A F g v & forw A F oo BfRwtr, G s e # afhfvg w2
TU ST AT SAied | a9a® ofiT aHi= ;

AT: T, FATT GLRTL, AT ST T FTERAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FT Y& ARl T TN i gU, HIAE STAN (o0 eI + Serstiied Ay & f&ang & o
fafamtor, fasrr s e i wame & wfafog w7t 8

[T, €. TF-11035/53/2014-ST0RaTHT (ATT-1V)]

SEIC) AT, HATZHTL ()
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3436(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Paracetamol + Pentazocin is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Paracetamol + Pentazocin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

ST

% feeety, 2 3red, 2024

FIAT. 3437(A).— FET ALK FT Tg AT B AT & [ THhe +SARe+RAREme
ey A R g g3 (S8 Ta8 2o 747 UHSTET gl 7 8) F SUGET F st &1 S| g
T FATAAT & ST Ih ST o L& [ahed ITAH g,

T, FEIT AR G Ik U A9 afafa g =0 98 it = i 72 A7 3w 3% &
AT 7 =9 THSTHT &l Tehg | 74T =T,

T, AT THRATRT TATGRE a1 7 A7 IF TSI i o A7 ot sfe fArrfver & of &% =9
TRSHHT | qATdE SAFFAl T HIS (e 1T =T Tal gl TH THSTET & Aol I SIEH g 9hdT gl o
TIF AT |, SOt e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wweet & ffawmtor,
o a7 farawor &t gfafg F3AT AraeTsg) SULh #1 e § T@d gu, Anra § T off sy F S
FT AT & areT et o w7 AT a1 Mea = 981 810 9o, Fae Oy 26% & el
srfcorer st ferRTier it STt 87

AT ITH AT THATRT TATZHTL TS ohl RT3 SATETT T, sl TLRTE FT A THTLTT BT AT
97 fF T ¥ 3<% awtyr & gea et & forw fasn & oo fafRmtr, faee e feaer = yiefog #a
TU ST AT SAied | a9a® ofiT aHi= ;

AT: T, FATT GLRTL, AT ST T FTERAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT & TRl T TIRT d g0, HT9d STAT & o7 Tohldhe +SI RS +aa e st & fawa 5
oo e, A siw Ao i sama & wiafig F:3dt g)

[T, €. TF-11035/53/2014-ST0RaTHT (ATT-1V)]

SEIC) AT, HATZHTL ()
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3437(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sucralfate +Domperidone+ Simethicone is likely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Sucralfate +Domperidone+ Simethicone with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)

ST

% feeety, 2 3red, 2024

FLAT. 3438(3).—Fa1T ALHRIT FT Tg THTATH 2l J1aT7 & F aedwrigaeareT +SHaRsie
T+ EeTae & Aty it Faa g 93 (58 =898 289% 797 RS gl 47 8) &% STInT |
AT T STIEIH Z sl THTEAT & et 36 Arurer 6 geiarg fawen Iueey &;

T, FEIT AR G Ik U A9 afafa g =0 98 it = i 72 A7 3w 3% &
AT 7 =9 THSTHT &l Tehg | 74T =T,

T, AT THRATRT TATGRE a1 7 A7 IF TSI i o A7 ot sfe fArrfver & of &% =9
TRSHHT | qATdE SAFFAl T HIS (e 1T =T Tal gl TH THSTET & Aol I SIEH g 9hdT gl o
TIF AT |, SOt e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wweet & ffawmtor,
o a7 farawor &t gfafg F3AT AraeTsg) SULh #1 e § T@d gu, Anra § T off sy F S
FT AT & areT et o w7 AT a1 Mea = 981 810 9o, Fae Oy 26% & el
srfcorer st ferRTier it STt 87

AT ITH AT THATRT TATZHTL TS ohl RT3 SATETT T, sl TLRTE FT A THTLTT BT AT
97 fF T ¥ 3<% awtyr & gea et & forw fasn & oo fafRmtr, faee e feaer = yiefog #a
TU ST AT SAied | a9a® ofiT aHi= ;

AT: T, FATT GLRTL, AT ST T FTERAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FT Y& ARl T TN Fd gU, HIAE STAN % (o0 Gedtiae i +SHang | Tadea+EertaT
& Arwter & R % oo Afamton, B s B i sama & yfafug #=d11 81

[T, €. TF-11035/53/2014-ST0RaTHT (ATT-1V)]

SEIC) AT, HATZHTL ()
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3438(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sulfaquinoxaline +Diaveridine HCI+ Vitamin K is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Sulfaquinoxaline +Diaveridine HCI+ Vitamin K with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

ST

% feeety, 2 3red, 2024

F.AT. 3439(3).— FolT TLHTT AT Tg THTYTH gl JATdT & 6 TR UuHIue +STsaa |15
THHITA + SHURSE AWy i [ g g9 (58 =98 =895 741 TRS T gl T37 8) & ST 8
ST &l SR I T GATAAT & ST I<h ST o6 A [ahed ITAH g,

T, FEIT AR G Ik U A9 afafa g =0 98 it = i 72 A7 3w 3% &
AT 7 =9 THSTHT &l Tehg | 74T =T,

T, AT THRATRT TATGRE a1 7 A7 IF TSI i o A7 ot sfe fArrfver & of &% =9
TRSHHT | qATdE SAFFAl T HIS (e 1T =T Tal gl TH THSTET & Aol I SIEH g 9hdT gl o
TIF AT |, SOt e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wweet & ffawmtor,
o a7 farawor &t gfafg F3AT AraeTsg) SULh #1 e § T@d gu, Anra § T off sy F S
FT AT & areT et o w7 AT a1 Mea = 981 810 9o, Fae Oy 26% & el
srfcorer st ferRTier it STt 87

AT ITH AT THATRT TATZHTL TS ohl RT3 SATETT T, sl TLRTE FT A THTLTT BT AT
97 fF T ¥ 3<% awtyr & gea et & forw fasn & oo fafRmtr, faee e feaer = yiefog #a
TU ST AT SAied | a9a® ofiT aHi= ;

AT: T, FATT GLRTL, AT ST T FTERAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F

BT & TRl T SART 3d g0, HIHE STINT (o0 STHTSIT TAHIU +STaa 0TS TaE U +
SRS Afer % fawa % forw fAfamtor, e siw faawor gia syama & gfafig w2t 81

[T, €. TF-11035/53/2014-ST0RaTHT (ATT-1V)]

SEIC) AT, HATZHTL ()
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3439(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Tramadol HCI +Dicyclomine HCI + Domperidone is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug FDC of
Tramadol HCI +Dicyclomine HCI + Domperidone with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

ST

% feeety, 2 3red, 2024

F3AT. 3440(3H).— FT TLHT FT Tg THITT 21 ATAT g 6 TSI Taeiue + Faffemie +
FER + T safe f g g g (59 <381 3896 747 THSTET gl TI7 §) F S99 § et
T SITEH g ol STaT § STafeh 3h ATl o GIerd e 3T 2;

T, FEIT AR G Ik U A9 afafa g =0 98 it = i 72 A7 3w 3% &
AT 7 =9 THSTHT &l Tehg | 74T =T,

T, AT THRATRT TATGRE a1 7 A7 IF TSI i o A7 ot sfe fArrfver & of &% =9
TRSHHT | qATdE SAFFAl T HIS (e 1T =T Tal gl TH THSTET & Aol I SIEH g 9hdT gl o
TIF AT |, SOt e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wweet & ffawmtor,
o a7 farawor &t gfafg F3AT AraeTsg) SULh #1 e § T@d gu, Anra § T off sy F S
FT AT & areT et o w7 AT a1 Mea = 981 810 9o, Fae Oy 26% & el
srfcorer st ferRTier it STt 87

AT ITH AT THATRT TATZHTL TS ohl RT3 SATETT T, sl TLRTE FT A THTLTT BT AT
9 F I H ST A F g v & forw A F oo BfRwtr, G s e # afhfvg w2
TU ST AT SAied | a9a® ofiT aHi= ;

AT: T, FATT GLRTL, AT ST T FTERAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN FXd gU, HIAE STAN o0 ST TAEHUd + SR + Fhi + iR
Arafer & o & foro fAfawton, e i e @ swwma & wfafug w3 21

[T, €. TF-11035/53/2014-ST0RaTHT (ATT-1V)]

SEIC) AT, HATZHTL ()
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3440(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Tramadol HCI +Paracetamol +Caffeine +Taurine is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. 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 Drugs and Cosmetics Act 1940. In view of 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 said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, 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 and distribution for human use of drug
FDC of Tramadol HCI +Paracetamol +Caffeine +Taurine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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