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T< fReett, 2 anred, 2024

FAT. 3285(37).— FalT TLHT FT Tg AT 31 A9 9T {3 THISAS+ TioT+ T RIHATSAS+
TfaeasT+ srewr FAFRATAST+ AFRET+ d1aT- THIAST+ FegRsT+ ATZAS + AT+ TTEATST+ g Ahegarsi+
HTo STAEST+ TAFSST+ IO iofer 1 faa g g9 (B8 =8d ok 999Tq THRSRT 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
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srferg=AT

T2 faedt, 2 sreq, 2024

T3, 3385(37).— FETT HLHIT FT g FHTA 2f 1+ 92 & FARFP w=efiuer + aof@ere +
FreTERTeY TaHTS strafer it g gared S (o 308 =9 Tara THSHT F T 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& TRl T TN Fd g, A STAN (o0 G R Tadiue + Iqf¥eme + s
THEUe srufer F s & forw fEfawtr, B s fawer 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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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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