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TE faeell, 11 5, 2026
1.3, 3068(37).— Fra1a avate §qe g FF vl &ffafs vt + viigeriiv R gas
TSI AT FT ITANT HAET o [T TTEH IcTT FT THAT §, TATh I AT F GL(erd (oo Iqesy
G

3T, =9 o g SIS ol U [@Ews aiHta g 9T w3 &7 [ foam w1 or e fore
SATOTTEr TheTehT TATSRTL TS F THET LT ST qhed T

ST, =9 ATH #T a9 2021 § UE fatraw gt g adwmr £ 12 ot ol o affa F qqmr &
ST ST T AgHH -THITATT AT 18T TH AT G HAISIT bl AThhdT T GHAT AR B § S
TH AqTieheh AT,

4303 GI/2026 (1)
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e, ATt gt g are 7 Ao atafa f foe f ahear f i Fgifas =1 a Fowsr
afafa & Rrerheer & qgaa ganm oiw Rrarter & & e et aargse a9 fi Su-affa ==
GITF GATSI Al d THT AT [EAT G HATSIHT ol Toedq T & TEeAT FHef;

Y, 3 IT-AATT T AESEE AT F A ¥ 3% 4w goE qaee & Afawtaret ar
FRAemTent 1 RaT garh ST % G § T ST T8 F2A 1 A8 7 fa7m o,

3T, I ST-AMHTT 7 Fuw g Sae it TEreT 7 & TAT, S EAT GrF AT & qa4 §
ot RaTe ardre 28 fRea, 2024 F1 weqa T, S|H 1= J1at & arI-a7 Fgl T4 A7 F SArow Seted
¥, 39 o g g9 & fafawtr, e a1 g 1 gfastea FET srasas § /ifF 1 dagat & o
s e & g #is, Hfecehia e 78 §;

3T, I IT-afAfa FT I RATE 9T sufer gt aergh are g A= BT 13T oi 9 5@ Su-afafa
&t I<h TArwTier & agaa gor;

ST, SAUTEr TFRATHT GATGHIT ATS ol TARILT 6 ST T, Feald GLhT 9q€ g o < § A199
ST % o 3<% strafer = fafawton, S ar fawor i sfaated wr S| § sraeds i a1 i=1 g

A2, A, ATTTET ST T FTHAT AT, 1940 (1940 7 23) FiT €T 265 FTLT Ta<T TEAT T
TART A gU, el AT, g FA 6 (0 STATed | SA9TF A THIHA g § T FIhT, TAgT A199
STANT & T uitees 4R e + TRenie & U g g4 & At Gee ar &
T JeaTed TATE & [Aig 2t 2

[T, &. X.11035/53/2014-S0a gz (W~ |11)]

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 11th June, 2026
S.0. 3068(E).— whereas, the Central Government is satisfied that the use of the drug fixed

dose combination of Acetyl Salicylic Acid + Ethoheptazine is likely to involve risk to human beings when
safer alternatives to the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee
and the report may be placed before the Drugs Technical Advisory Board;

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
Committee reported that the available data and peer reviewed scientific evidences do not support the
rationality of this fixed dose combination and considered it as irrational;

And whereas, the Drugs Technical Advisory Board examined the report of the Expert
Committee and in-principle agreed to the recommendation of the Expert Committee and recommended that
the Sub-Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including this fixed dose combination in detail;
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And whereas, the said Sub-Committee had also given opportunity to the manufacturers or
stakeholders of the said fixed dose combination for presenting the precise data with respect to the fixed dose
combination through public notices;

And whereas, the said Sub-Committee, after examining the fixed dose combination, submitted
its report dated the 28" December, 2024 with respect to the said fixed dose combination which, inter alia
stated that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution
of this fixed dose combination as there is no therapeutic justification for the fixed dose combination of
these ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the
Central Government being satisfied that it is necessary and expedient in public interest to prohibit the
manufacture, sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the
public interest so to do, hereby prohibits the manufacture, sale or distribution of the fixed dose combination
of Acetyl Salicylic Acid + Ethoheptazine for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- II1)]
HARSH MANGLA, Jt. Secy.

ST
e faoeft, 11 S, 2026

FT.3T. 3069(37).— FxIT ATHT HqE & I TAME + TATET 9 + Sgic STH aa + o &
A« A% g SFT ATt SArter w1 START J1a1 6 o7 STeH T37 FT TFhaT 8, St 3<h e 6
qrra fasheT 3T 2;

3iY, =9 Afera g darere & v faerws afffa g arer w1 Qo fomr @ or s e
FT AL THATRT TATZHTL AT oF THET TET ST AT,

e, ad 2021 # wF e afafy grer == Amer f wher i w2 off siv 3w afufe F s &
ST ST AT EHH |-G B AT q1e 39 A gaes @dqrse A qrfhhar 71 g9 T8l #3d ©
i< 39 STaTihe AT,

3T, SOTer Tee ey ATt are 7 faerosy aiafy v foare £ whe i siw dgifos =1 9 Faus
afefa T Rt & ggaa gar o frerfer £ & sroater et aamgear a8 fit su-atafa =0 A
T HATSIT igd THT sTaTiehes (ATSd G AT 6T fEedTe | TLreT FH,

3T, IT-ATHIT T AT GAATAl 6 ATEAH § I (A 12d G HATST o (S [ATaqrsi a1 Gagmant
T 20T g 9 F Hae § T ST T&qd H A7 daa< ot {7 m;

3T, I ST-ATHIT 7 FT2T G SIS Al TEHEAT FA o6 TAT, 3 1T G GAST 6 qaef
H o=t RoTe T 28 faEew, 2024 T e &, e e aTai & SrI-A7 FFgT IAT A7 o6 19 Sieq
#, 3o e gus 9 & RfRwion, e ar far w ady S sraes § =it 57 s@gal F
ffra gus daem & forg fi Rfachy e adi 8

1T, STh IT-HTHIT T Ith TS U2 TS Tehel el TATgaTE aI€ gIT =TT 3T 17 Y 98 S
ST-atafa &t I FARTer & TgAd ger;

ST, SAOTer TaheTenl TATGRTE dTe =l TR % AL 9T, FalT GF §9q€ § & 390 § 9919
YA % forw 3<% st & farfamtor, ferer ar faeor a2 wiaey ST Safea & araea® oY aH/=1 gl
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A2, A, AT ST T FTHAT AT =aw, 1940 (1940 1 23) F¥ €T 265 FTLT Ta<T TRFAT AT
TN T g, ol T ALY, g SqL 217 I [ THT FIAT AT | 9T 3 THH A g, TAET TAra<T
+ STISTET A + sgie 91 oo + & & ao1 % [Af2rd g @=ee & g 39 F foro fEafamtr, G ar
T it aewTer w9 F vt fea F )

[®1. &. X.1 1035/53/2014-@"{%‘3{@(W.- 1))

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3069(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Aloe vera + Jojoba oil + Wheat germ oil + Tea tree oil is likely to involve risk to human
beings when safer alternatives to the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee and
the report may be placed before the Drugs Technical Advisory Board;

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
Committee reported that the available data and peer reviewed scientific evidences do not support the
rationality of this fixed dose combination and considered it as irrational;

And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee
and in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including this fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or
stakeholders of the said fixed dose combination for presenting the precise data with respect to the fixed dose
combination through public notices.;

And whereas, the said Sub-Committee after examining the fixed dose combination, submitted its
report dated the 28" December, 2024 with respect to the said fixed dose combination which, inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
fixed dose combination as there is no therapeutic justification for the fixed dose combination of these
ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the
Central Government being satisfied that it is necessary and expedient in public interest to prohibit the
manufacture, sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public
interest so to do, hereby prohibits the manufacture, sale or distribution of the fixed dose combination of Aloe
vera + Jojoba oil + Wheat germ oil + Tea tree oil for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- I1I)]
HARSH MANGLA, Jt. Secy.
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srferg=AT
% e, 11 5, 2026
F1.30. 3070(31).— =fF, Faw avar d@qe ¢ & uHieaes + aufeanitesy +
AT AT TS A% geres S ATt T9T T ITART A1 F forT ST a7 FT FhdT g STaih
I 4T % FIerd AT 3ured &

ST, T ST IRET Fed 0 §ATAT & T & TAT, 39 W% g 46 of U F9ws
AT g Tt A &1 o foram w3 o S fdre Arater et GATgHT 9IS ok qHey T S TR,

AT, T ATHS T 99 2021 F uaw Forosy afafy g ol i 7 off i s gt F sarr &

EHIRICTIATTHS €7 & A, AR i S ftess F quadi STIRT #1 #1539 daT=®
qTeT Ta| gl I8 AT A1 =i fRefAcen & srqam Tel o) @fAfa 7 ag ot Fgr & Suersg ser sk
qEHHI-GHITerd AT are 38 AT g @aee i THRETadr T G Tg1 HLd § A 38 AdqTrnd
HTAT;

31T, AT Theeh! FATERIT als o Ao afAfa St Rore it a0 $t $i7 Fgitas =9 7 Faus
qiufa &t Rt & Fgaa gar s ferfer it f srafer et qaresr are fit 3u-ata =0 A%
G FATSI Al d THT AT HTST G HATSTHT ahl (e TT & TEeAT FHf;

T, IT-AETT 7 3 [ gus @3 & Faiaret a1 Baamest & € qEsias gaqrst &
ATeaw | AT geres 99 & Gae § 9l ST TEd FO AT a9 (<3T 9T,

3T, 3T ST-AHIT 7 FT%d G SFIi it TEeT F3T & TATG, 3 [T Gas g6 6 qae
# st fde are 28 faHeEw, 2024 Fr yeqa A, 5\H, v Frai & qrI-ard, wEr T@w 91 G s
SAfed ®, 30 [T gus g & ARt fawr a7 Rawer o afase S T sraege g a9t 57 agar
& At g daem & forg g, R sifecr 781 8;

T, I IT-ATAT T I RIS 9T TS TeheTehl TATgRTE a1 gIT o= 3 127 Y 9g <6
IY-ATfT it 36 Rrerier 7 ggwa om;

ST, SAOTEr TEReTh TATGRTE FTS =l THARIET % AL 9T, Fa1T GH §9q¢ ¢ & 390 & 999
SYART % o 3<% 7ar & fAfAwtrn, BT 1 Faer o afaay aRmET S| § aEedsh s a6 =1 2|

qq:, A, ATTTE ST T FTHIAT A==, 1940 (1940 7 23) F¥ €T 265 FTLT Ta<T eTFAT T
TART A gU, Haid ALFIY, g 9q€ 24 9¥ o UHT F3A1 SAfed § aed® i qHi=id g, TagnT
iR + qufanfteey + deefes Tnis & [faa gaes 999 F a\a 31 F g
farfawtor, fersrer = fAawor 92 aohter w9Te & Tidee ATt gl

[T, €. X.11035/53/2014-STTHFLHT(ATT.- 111)]

. . -
Y HITEAT, HIH Tea
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NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3070(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Amoxicillin + Serratiopeptidase + Lactobacillus Sporogenes is likely to involve risk to
human beings when safer alternatives to the said drug are available;

And whereas, after consultation with the Ministry of Health and Family Welfare, it was decided to
examine this fixed dose combination by an Expert Committee and the report may be placed before the Drugs
Technical Advisory Board,

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
Committee reported that the pharmacodynamically irrelevant, there is no sound clinical evidence of
concurrent use of Amoxicillin and Serratiopeptidase. This combination is not as per standard
therapeutic guidelines. The Committee also stated that available data and peer reviewed scientific
evidences do not support the rationality of this fixed dose combination and considered it as irrational;

And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee
and in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including this fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or
stakeholders of the said fixed dose combination for presenting the precise data with respect to the fixed dose
combination through public notices.;

And whereas, the said Sub-Committee, after examining the fixed dose combination, submitted its
report dated the 28" December, 2024 with respect to the said fixed dose combination which, inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
fixed dose combination as there is no therapeutic justification for the fixed dose combination of these
ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the
Central Government being satisfied that it is necessary and expedient in public interest to prohibit the
manufacture, sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public
interest so to do, hereby prohibits the manufacture, sale or distribution of the fixed dose combination of
Amoxicillin + Serratiopeptidase + Lactobacillus Sporogenes for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- I1I)]
HARSH MANGLA, Jt. Secy.

e
e faoett, 11 S, 2026

FT.3M. 3071(3).— FdT TR GqC ¢ I A mTE + IR + Faeay smse
+ FANRATIAAIFATEE & [ATET G FIIST ATeAT AT T ITART AT % forw Srfes §37 2 96T 8,
ST 3<F TAT o TIIeTd [ahed 3UeH &,

3T, =0 T2 g A ol Uk (orerest aiefa grer 9t e &1 i o = o7 i fre
FT AL THATRT TATHRIL TS F THET TET ST ThdT 2; 30T, 99 2021 H v Ferosr afafy gro =a o
FT T &7 T2 off 3w I "iafa 9 qamr F esanamET § uF afearelt wd-afemte afafata
(Tz7-Treft) B o 0 gy FrpeT wimaelt frf¥erss vpor oft €) 52 ReRRaw 39 vt s tdh-wifemiis
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TSI & qT ST S wfta Tt grar gl afffy 7 ag +ft wgr & Sustsr 27 sk agwii-aehiferg aefaes
qTe 39 AT gue S St qrfear FT G Tg1 FLd g < 5 AqThH AT,

ST, Sirufer aa et gareh are o faews afafa £ R & oher f =iw Gows afafa &
frerfrer & dgifos &7 & "gaa gar i frerfer £ & sufer gt aemgsr 9 i sv-afafy ==
At g @3 aia gt st M gre STl Eedq e & qeT Hi;

e, IT-AiHTT 7 3 A2 g @9 & [uraret ar fagmeent S qrasties gaqrst & a1y
o [T gue 99 & 999 § Gl ST Teqd HLd 1 a9 |l &7 o,

3iY, IT-Afafa 7 = [t g @as 6 T F39 % TETq, I HI Gd ST & qaer
H o9+t RTe A 28 faHaT, 2024 T TEqT &, S w7 ATl & ArI-A71 Fgl T47T AT o ATIF A 18q
#, = fAfera g @ & fEfamion, G ar e wr wiasfaa w7 sraeas § #9ith o araty &
e g Faee & oo e e st 78 8

AT, STh IT-ATHIT =l Ith IS T2 AT Thel el TATgahTE aI€ gIT (o= AT 747 Y 98 S
ST-atafT &t I FHRTer & ggAd gar;

ST, SATTTEr Tahelenl TATEHIL FTe ol AR % AL TT, Fald G 9q¢ ¢ & 30 & 799
STANT % o 3<% 7aT & fAfAwtr, e a7 Bawer &1 wiaated w27 Safgd # saeds i a = gl

A2, A, ATTTEN ST T FTHAT AT, 1940 (1940 7 23) FiT €T 265 FTLT Ta<T TEAT T
AN Fd g, Haid S3h, g Aq¢ g 2 T UHT F7A7 SHfed #§ Eaeds ofiT aH= g, TageT
STRETSFATE + TOReme + FeRREw Suee + Ftanaiese & Afaa gee 99 & 719
ITANT & forw fAfawtor, s = fEawor &t Jorre 9 & gfaatad w2l

[T, 7. X.11035/53/2014-ST0FrEft (W 1))

. . -
Y HITT, §IE qea

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3071(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Dicyclomine + Paracetamol + Clidinium Bromide + Chlordiazepoxide is likely to involve
risk to human beings when safer alternatives to the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee and the
report may be placed before the Drugs Technical Advisory Board;

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
committee reported that Dicyclomine has a potent anti-cholinergic activity (anti-spasmodic) and also
has some smooth muscle relaxant property. Combining these with another anti-cholinergic agent like
Clidinium does not seem to be justified. The committee also stated that the available data and peer
reviewed scientific evidences do not support the rationality of this fixed dose combination and
considered it as irrational,;

And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee and
in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including this fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or stakeholders
of the said fixed dose combination for presenting the precise data with respect to the fixed dose combination
through public notices.;
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And whereas, the said Sub-Committee, after examining the fixed dose combination, submitted its
report dated the 28™ December, 2024 with respect to the said fixed dose combination, which, inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
fixed dose combination as there is no therapeutic justification for the Fixed Dose Combination of these
ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the Central
Government being satisfied that it is necessary and expedient in public interest to prohibit the manufacture,
sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public interest
so to do, hereby prohibits the manufacture sale or distribution of the fixed dose combination of Dicyclomine
+ Paracetamol + Clidinium Bromide + Chlordiazepoxide for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- I1I)]
HARSH MANGLA, Jt. Secy.

EIEGEE
e faeett, 11 S, 2026

13T, 3072(37).— FaT e |4q2 ¢ o vAfaafafe + fufeanftess F Maa gus g3
FTAT TAT T START AACAT 6 (70 ST TGT T T g, STTh Ih 24T o qiard (aaed 3T &

3iY, =9 Afera g darere & v faerws afffa g adrer w1 Qo foar @ o s e
FT AL THATRT TATZHTL AT o THE TGT AT ThdT 2

3T, =9 " A a9 2021 § uw fGews affa g awler i w2 off s Sw afafa 9 s &
BHTRIETIATHS T § AUTERIE ZI 6 HI, THIFG T ST GICATI ST & GHadT STINT & His
3 AT TeT q51 gl I8 G A ey et F siqar 78t gl aRfa s ag Hr wgr &
ST ST A TGHHI-GHI T AR G189 36 [MIAT GUF AT B THETqdT 7 G9UT qgl 6 ©
A TH THRGHT AT,

3T, Srfer gt TerTgaT are | e afafa i fare & ade & sie fgia =7 § Fows
afefa 1 Rt & ggaa gar o frerfer £ & sroter et aargear a8 fit su-atafa =0 [
T HATSIT Aigd THT Tohgi (AT%d G GATSTAT #hl (S 1T | TLreT Hi,

3T, ST-AHTT T ATASIIH TAATSAT o6 ATEAH T I (A 12d G TAST  (FACre a1 Gagmat
T TR G SIS o qae § T ST T A B aq At 2w o,

3T, I ST-AHIT 7 FT2T G SIS Al TEHEAT FA o6 TAT, 3 1T G GAST 6 qaef
H o=t e T 28 faEew, 2024 T e &, S s aTai & SrI-A7 FgT I97 A7 f6 19 Sieq
#, 3o e gus 9 & RfRwion, e ar far w ady S sraes § =it 57 s@gal F
ffra gus daem & forg fi Rfachy e adi 8

3T, I IT-ATHIT T IH IS T ST Tehel o] AATSHIT A€ G [A=T FRAT 77T 3T 98 I
ST-atafa &t 3 FAwTer & TgAd ger;

ST, SATTer T Tl TATGRTE dTe ol TR % AL 9T, Fald GFh 9q¢ § & 390 § 9919
START % o 3<% 74T & fAfAwirn, BT 31 Faer w2 afaay aRmET S| § aEedsh s aHi= 1 2|
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A2, A, AT ST T FTHAT AT =aw, 1940 (1940 1 23) F¥ €T 265 FTLT Ta<T TRFAT AT
TINT Fd g, Haid HCa, g Aq¢ aF T fF UHT F7Ar Sefed § dEeds ofiT aH/=+ g, TageT
TRl + aufeafters & e e 9o & wa s F forw @R, G a1 e o
Tt TATT T TiAaer ST 2

[®1. &. X.1 1035/53/2014-@"{%‘3{@(W.- 1))

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3072(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Ameoxicillin + Serratiopeptidase is likely to involve risk to human beings when safer
alternatives to the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee and
the report may be placed before the Drugs Technical Advisory Board;

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
Committee reported that the pharmacodynamically irrelevant, there is no sound clinical evidence of
concurrent use of Amoxicillin and Serratiopeptidase. This combination is not as per standard
therapeutic guidelines. The Committee also stated that available data and peer reviewed scientific
evidences do not support the rationality of this fixed dose combination and considered it as irrational;

And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee
and in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including this fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or
stakeholders of the said fixed dose combination for presenting the precise data with respect to the fixed dose
combination through public notices.;

And whereas, the said Sub-Committee, after examining the fixed dose combination, submitted its
report dated the 28th December, 2024 with respect to the said fixed dose combination which, inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
fixed dose combination as there is no therapeutic justification for the fixed dose combination of these
ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the
Central Government being satisfied that it is necessary and expedient in public interest to prohibit the
manufacture, sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public
interest so to do, hereby prohibits the manufacture sale or distribution of the fixed dose combination of
Amoxicillin + Serratiopeptidase for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- IIT)]
HARSH MANGLA, Jt. Secy.
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srferg=AT
% e, 11 5, 2026

FHT.3M. 3073(37).— FaiT ava TqF & I AT Uaadae + TAIST + AehErmhid THiee + Si-
Feter + Rerfiw v % M g w@ee areft arfer w1 saaer awer F oo Srfes fer # @ gt 2,
STerfeh Ik Ster & geierd Ao Suesy g

3iY, =9 fAfera g S & ua fEerws afafa grr adrer w1 Ao for @ ar s e
FT AT THATHT AATGHTL SIS F THET TG ST THheAT 2;

AT, T ATHS T 99 2021 F uaw Forosy afafy g ol i 72 off i s gt F sarr &
U T X TEgHHI-aHITerT ATTAE arew =0 A g 9w i arfdewar w1 aaes T8 w9 §
3 3/ AT AT,

31T, SAUTer TRl TATERIT AT o (AT HIH{T = AT it aer & =i Fgiq =7 § Faus
afafa it e & agaa g s fAarer it fF strofer qadient aarese are fif 3T-afHid = [
GIIF GATS Al d AT AT AT GRTah HATSTHT ol e T & TEeAT FHi;

T, I IT-AMHIA T ATES(H® GAATA 6 ATeAH | I<h W% Gah gar & Faiarst av
RaaTeant & A% gus 93OS & G99 § qeiT ST Teqd e & Taae AT T o,

3T, 3h IT-ATafa 7 A g 99 i 08T F39 F T, S Md Ud GqIS 5 gae
# saeT RaTe ariig 28 feaR, 2024 & w&a &, Sred o= F1ai & arI-a1e g7 47 97 T 196 SHia
¥, =0 RS gus 9aew F RfAwi, e a1 Rawr = yitde S srasas § w6itF 59 9|t &
RfEa g g & g A Rl st 7= g

31T, I IT-ATHI T IH AIE T UL Tehel 150 TATSHIT A€ G [A=T FHAT 7T 37T 98 I
ST-atafa &t I FHRTer & ggAd ger;

31T, AT THATRT TATSHIT TS 0l (RIS 6 AR T, Fad G 442 8 & 390 § 7m9a
STANT % o 3<% st & fafamtor, fer ar fawor o2 wiaey aemT S|fea & araea s oY a6=1 gl

o, TS, AT I TETET ATHUT TIEATHAH, 1940 (1940 77 23) F¥ &7 26 FIT & ARAT FT

TART Fd gU, Ha1T qLHIY, IE QL 219 97 o AT FIAT Sied | AEeTF 3T FHH ¢, TAgRT Tar
THIEHE + THCIEA + ACHIEIRIhUA THiee + S-g3aie + fFerfim © & e gue @aee & 919a 39T
F foru fAfRwtor, s = fAawor 9% aohter wo e & gidser a2

[T, 7. X.11035/53/2014-ST0FrRRt (W 111)]

. . N
Y HITET, HIH Tea

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3073(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Aloe Extract + Allantoin + Alphatocopherol Acetate + D-Penthenol + Vitamin A is likely
to involve risk to human beings when safer alternatives to the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee
and the report may be placed before the Drugs Technical Advisory Board;

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
Committee reported that the available data and peer reviewed scientific evidences do not support the
rationality of this fixed dose combination and considered it as irrational;
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And whereas, the Drugs Technical Advisory Board examined the report of the Expert
Committee and in-principle agreed to the recommendation of the Expert Committee and recommended that
the Sub-Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including the fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or
stakeholders of the said fixed dose combination for presenting the precise data with respect to the fixed dose
combination through public notices;

And whereas, the said Sub-Committee, after examining the fixed dose combination, submitted
its report dated the 28" December, 2024 with respect to the said fixed dose combination which, inter alia
stated that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution
of this fixed dose combination as there is no therapeutic justification for the fixed dose combination of
these ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board examined and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the
Central Government being satisfied that it is necessary and expedient in public interest to prohibit the
manufacture, sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the
public interest so to do, hereby prohibits the manufacture sale or distribution of the fixed dose combination
of Aloe Extract + Allantoin + Alphatocopherol Acetate + D-Penthenol + Vitamin A for human use, with
immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- II1)]
HARSH MANGLA, Jt. Secy.

P
TE faeell, 11 5, 2026

1.1, 3074(31).— Frhi T TLa §q¥ 8 fF ver gdae + fRerfaq € + seaieEe +
FaaQe & Fom gurs |93 AT9Ter T ITANT AT 6 o7 STEH IeTd T Tl g, Sarh I AT
qiera faseT 3T 2;

3T, =9 Y GO 9909 &if UF [AQus qiEta g 930ET F3 &7 [ ot 3w o7 s e
SOy TeeihT TATEHTE A1S o THET TET ST Tl 2,

AT, = wrHer T 99 2021 § v fForas gty gy whem i 7 oft o o afafe F aaEr &
ST T T AGHH [-GH AT AATH qTeT T (U GLF GAISTT shl ATIRRAT T THAT AT A g <
TH AqTieheh AT,

ST, AT qaeTeht FeTgRTe are 7 faras atafa f e fi afiar £ o dgifas =1 7 fFows
afefa it fwTier & agaa gam s Rt $7 & st aadrnt adrga aie @l SU-Hid 39 9%
GITF HATSIA Al d THT AT [EAT G HATSHT ol Tedq T & TEHEAT FHe;

Y, S IT-afAfa 9 grEwEE gEarst F 7w ¥ 3w gow @9 & Afawtaret ar
TRALTTRT 1 AT Gk HATST % G § T ST T 2 1 ATEL A7 Fa7 o,

31T, I ST-AHIT 7 37 FPow gare S90S 1 T F F T, I3 A G A & g
# sroeft R ardig 28 fRwey, 2024 # wqa i, s o= a1at % qrer-amer gt 4w ot fo s sHfRa
¥, =0 e gus g & fafawtr, R ar e i afasfea wwar sraeas § w9t 3 sawat & o
g g & forg i R siferer w2 8;
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1Y, STh IT-HTHIT T Ith TS U2 TS Tehe el TATgahTE aI€ gIT =TT 33T 137 Y 98 S
Su-atafa & 36 FHewTer & agaq ger;

ST, SAUTEr TFRATHT AATGHIT ATS I TARILLT o ST UL, Feal T TGLhT 9qL g o <0 § 7199
YA % forw 3w sty & fafamtor, ferer ar g #r sfaeferd T =R § sraegs i qei=e 2|

qq:, TS, AT S TETET FTHUT TIAT=H, 1940 (1940 F7 23) F¥ &7 26 FIIT T&T TRAT FT
TN T g, Frald ALY, TG HLA & (o0 SAT2d | AaeTF Sl THIAIT g & T gy, TIgET 9194
STANT & o0 U Uadeae + et © + SRAEE + faads & o g g9 & [, G
A7 f3ra=or 7 Tt v 7 Afvg w7 2

[®1. &. X.1 1035/53/2014-@"{%‘3{@(W.- 1))

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3074(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Aloe Extract + Vitamin E + Dimethicone + Glycerine is likely to involve risk to human
beings when safer alternatives to the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee and
the report may be placed before the Drugs Technical Advisory Board;

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
Committee reported that the available data and peer reviewed scientific evidences do not support the
rationality of this fixed dose combination and it considered this fixed dose combination as irrational;

And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee
and in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including this fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or
stakeholders of the said fixed dose combination for presenting the precise data with respect to the fixed dose
combination through public notices;

And whereas, the said Sub-Committee after examining this fixed dose combination, submitted its
report dated the 28" December, 2024 with respect to the said fixed dose combination which, inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
fixed dose combination as there is no therapeutic justification for the fixed dose combination of these
ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the
Central Government being satisfied that it is necessary and expedient in public interest to prohibit the
manufacture, sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public
interest so to do, hereby prohibits the manufacture sale or distribution of the fixed dose combination of Aloe
Extract + Vitamin E + Dimethicone + Glycerine for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt. I1I)]
HARSH MANGLA, Jt. Secy.
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srfarg=T
% e, 11 5, 2026
FHT.3M. 3075(31).— =feF, Felar TanTe wqe 8 3 T + Sisier oo + Rerfie € % fuaw gus
TSI AT FT ITANT HIAET o [oIT TR ITT FE TRAT g, T IF AT F qLrerd e Iqersy
%

3T, =0 FRuw g 9 it uE faerws afEta grr aiveT 3 &7 i ot wam o s foe
A FeerhT TATEHTE ATS 6 THET THT ST Tl 8

AT, T ATHS T 99 2021 F uaw Forosy afafy g ol i 72 off i s gt F sarr &
ST T 3T AGHH -G AT ATF qTed T (U= G GAIST hl ATihehaT T GHAT AT e § 3
9 AqTIhe AT,

ST, AT Tahe 1ol TATERIT ATS 7 LTS FATT f RTTe &t 0T 6t 37 Fgitas &9 7 Faus
qfafa &t fRTer & Tgad gar siT fARrer 7 & rafer qahdint aAarghT are sl IT-aHid =9 o
GIIF GATS Flgd THT AT TEAT G HATSHT ol Tedq T & TEeAT FHL;

Y, I IT-AMHAIT 7 AT GaEArsi & AqH § I 9% g qad & Afaatarst av
FRaemeent 1 Raz garh G4  dag § Tt ST I8 27 1 A8 ot fa7m o,

3T, I IT-AATT 7 =6 AT gRrT FATSI AT TLAT T F THT, I AT G GO & Garel
# saT RaTe ariig 28 feEaR, 2024 & wa &, S o= F1ai & arI-a1er g7 47 97 T 196 SHia
¥, =0 e gus sdew F fafawtorn, faser ar o it afasfaa s sraeas § =it 3 stawat & oo
GO A forg g e stfeer 781 §;

31T, I IT-ATHI T IH AIE T UL Tehel 150 TATSHIT A€ G [A=T FHAT 7T 37T 98 I
ST-atafa &t I FHRTer & ggAd ger;

ST, SAUTEr TERATHT GATEHIT ATS ol TARILT 6 ST UL, Feald GLhT 9q€ g o <0 § A9
STANT % o 3<% st & fafamtor, S ar fawor #r sfaaterd 3T 9 § sEeds i a6i=1 gl

o, TS, AT I TETET ATHUT TIEATHAH, 1940 (1940 77 23) F¥ &7 26 FIT & ARAT FT
TART A U, Feald LT, TE FIA o (10 TS | SA9TH 3T qHHA 219 & A 26T, TAZT AT
START F T TATERT + STt aet + fAetfoe $ & o g s & fafawin, G an e £ aeera
TqTa & HiUE w8l

[T, 7. X.11035/53/2014-ST0FrRRt (W 111)]

. . N
Y HITET, HIH Tea

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3075(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Aloe Vera + Jojoba Qil + Vitamin E is likely to involve risk to human beings when safer
alternatives to the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee and
the report may be placed before the Drugs Technical Advisory Board;

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
Committee reported that the available data and peer reviewed scientific evidences do not support the
rationality of this fixed dose combination and it considered this fixed dose combination as irrational;
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And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee
and in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including this fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or
stakeholders of the said fixed dose combination for presenting the precise data with respect to the fixed dose
combination through public notices;

And whereas, the said Sub-Committee after examining this fixed dose combination, submitted its
report dated the 28" December, 2024 with respect to the said fixed dose combination which, inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
fixed dose combination as there is no therapeutic justification for the fixed dose combination of these
ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the
Central Government being satisfied that it is necessary and expedient in public interest to prohibit the
manufacture, sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public
interest so to do, hereby prohibits the manufacture, sale or distribution of the fixed dose combination of Aloe
Vera + Jojoba Qil + Vitamin E for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- I1I)]
HARSH MANGLA, Jt. Secy.

P
TE faeell, 11 5, 2026

1.3, 3076(3N).— Fes T AR T & I3 TATAT + AT AT o AT geres GFror siafer #:7
STANT ATHAT & 1T STEH 3T FT THhdT §, ST Sh (e F LT [ahed ITqeH g,

3T, =9 o gers S ot U fEews af|ta gy o w2 #1 [ foar w1 o s fore
AL THATRT TATZHTL TS o THE TET ST Thel T

3T, =0 " A a9 2021 § uw fFews afufa g wler i w2 off s Sw afafa 9 s F
ST ST T AGHH -THITATT AT T8 TH AT G HAISIT bl AThHAT T AT AR HLd § <
TH AT AT,

ST, SOter Tee ey ATt are 7 faersy afafy i foare f ohe i siw dgifos =1 9 Faus
afafa i fAerver & ggaa gar i frerfeer £ & srafer aadrehr aagear a1 fif 3u-afa =9 fuw
T HATSIT Tigd THT TqTiehen (R2T G FATSIAT 0T TaedTe | qLreT HL,

3T, I ST-AHIG 7 ATASIE ATl & HA1eTH § I BAF Gad §a0e & Sfaaiarst av
RagTeant FT R gRre 9IS & Hae | Tiah ST TEqd Fed a1 a9 ot 37 4,

3T, ITh IT-AATT 7 26 AT gRres FATS AT TLAT FIA F T, I A G TSI & Farer
# ot R arlie 28 fodaT, 2024 FY qa i, SreH =7 S1at % =87 gl 147 o7 Foh 379a sHiRa
¥, 30 o gu daew F fRfawton, e 3t Rawor i st s sraeas § =it 1 saat & oo
GUF A F forg g ey st a8 8

1T, STh IT-TTHIT T Ith TS U2 TS The el TATgahTE aI€ gIT =TT 3T 137 Y 98 S<h
SU-atafa &t I FARTer & TgAd ger;
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ST, SAUTEr TERATHT AATGHIT ATS [ TARILLT 6 ST UL, Feal T GLhT 9qL g o <0 § A9
YA % forw 3w sty & fafamtor, ferer ar fawor #r sfaeferd war =R § sraegs i qei= 2|

qq:, A, AT ST THTE FTEAT Aferf=aw, 1940 (1940 1 23) F¥ €T 265 FTIT Ta<T oTf<FAT T
TN T g, Feald ALY, TG HLA & (o0 SIAT2d | AaeTF Sl THIHIT g & T gy, TIgET 9194
STANT & 70 TATAT + SISt A 6 R G SIS & (A Ao, @ a1 [ F7 aohe I91e 9
fafrg <t 2

[T, &. X.11035/53/2014-S0a gz i (W~ |l1)]

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3076(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Aloe vera + Orange oil is likely to involve risk to human beings when safer alternatives to
the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee and
the report may be placed before the Drugs Technical Advisory Board;

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
Committee reported that the available data and peer reviewed scientific evidences do not support the
rationality of this fixed dose combination and considered this fixed dose combination as irrational;

And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee
and in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including this fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or
stakeholders of the said fixed dose combination for presenting the precise data with respect to the fixed dose
combination through public notices.;

And whereas, the said Sub-Committee after examining this fixed dose combination, submitted its
report dated the 28" December, 2024 with respect to the said fixed dose combination which, inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
fixed dose combination as there is no therapeutic justification for the fixed dose combination of these
ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the
Central Government being satisfied that it is necessary and expedient in public interest to prohibit the
manufacture, sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public
interest so to do, hereby prohibits the manufacture, sale or distribution of the fixed dose combination of Aloe
vera + Orange oil for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- I1I)]
HARSH MANGLA, Jt. Secy.
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srferg=AT
% e, 11 5, 2026

FT.3M. 3077 (31).— FeT e d9q¢ 2 & vaaw + P € + g&da 5 R g g9
AT T ITART ATFAT F o0 TR ITTT FT THRAT §, TIh Ih AT F T faweq Iuared g,

3T, =9 RUY g% 94T &f U [QQus HiETd g 9I0ET F3 &7 [ o 3T o7 & Rae
AT T TehT TATEHIT ATS F THET TET ST THed T

T, =9 AT & a9 2021 F waw Forost afaty g ol i 7 off v s afAfe | sarr &
ST ST 3T AZHH [-AH I TEIq AT qTeT 37 FRAT GF GAISI ol qTThehd T HT GHAT TGl Fd &1 THH
afafs, ey 7 ag ff Tic fBar 5 S w i afenfe siv Redftea w2 B @ § ik @ sarfde
HTAT,

ST, AT Tahe 1ol TATERIT ATS 7 LTS FATT f RTTe &t 0T 6t 37 Fgitas &9 7 Faus
qfafa &t fRTer & Tgad gar siT fARrer 7 & rafer qahdint aAarghT are sl IT-aHid =9 o
GIIF GATS Flgd THT AT TEAT G HATSHT ol Tedq T & TEeAT FHL;

Y, I IT-AMHAIT 7 AT GaEArsi & AqH § I 9% g qad & Afaatarst av
FRaemeent 1 Raz garh G4  dag § Tt ST I8 27 1 A8 ot fa7m o,

3T, I IT-AATT 7 =6 AT gRrT FATSI AT TLAT T F THT, I AT G GO & Garel
# saT RaTe ariig 28 feEaR, 2024 & wa &, S o= F1ai & arI-a1er g7 47 97 T 196 SHia
¥, =0 e gus sdew F fafawtorn, faser ar o it afasfaa s sraeas § =it 3 stawat & oo
GO A forg g e stfeer 781 §;

31T, I IT-ATHI T IH AIE T UL Tehel 150 TATSHIT A€ G [A=T FHAT 7T 37T 98 I
ST-atafa &t I FHRTer & ggAd ger;

ST, SAUTEr TERATHT GATEHIT ATS ol TARILT 6 ST UL, Feald GLhT 9q€ g o <0 § A9
STANT % o 3<% st & fafamtor, S ar fawor #r sfaaterd 3T 9 § sEeds i a6i=1 gl

o, TS, AT I TETET ATHUT TIEATHAH, 1940 (1940 77 23) F¥ &7 26 FIT & ARAT FT
TART A U, Feald LT, TE FIA o (10 TS | SA9TH 3T qHHA 219 & A 26T, TAZT AT
START % o qAter + et € + goa & o gare s & fafamin, e a1 e i1 aomma sama
o fAfug Fr &

[T, 7. X.11035/53/2014-ST0FrRRt (W 111)]

. . N
Y HITET, HIH Tea

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3077(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Aloe vera + Vitamin E + Herbal is likely to involve risk to human beings when safer
alternatives to the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee and
the report may be placed before the Drugs Technical Advisory Board;

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
Committee reported that the available data and peer reviewed scientific evidences do not support the
rationality of this fixed dose combination. Further, the Committee noted that the product is not defined
as well as characterized and also considered this fixed dose combination as irrational;
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And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee
and in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including this fixed dose combination in detail;

And whereas, the Sub-Committee had also given opportunity to the manufacturers or stakeholders
of the said fixed dose combination for presenting the precise data with respect to the fixed dose combination
through public notices;

And whereas, the said Sub-Committee, after examining this fixed dose combination, submitted its
report dated the 28" December, 2024 with respect to the said fixed dose combination which, inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
fixed dose combination as there is no therapeutic justification for the fixed dose combination of these
ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the
Central Government being satisfied that it is necessary and expedient in public interest to prohibit the
manufacture, sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public
interest so to do, hereby prohibits the manufacture, sale or distribution of the fixed dose combination of Aloe
vera + Vitamin E + Herbal for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- I1I)]
HARSH MANGLA, Jt. Secy.

e
e faoeft, 11 5, 2026

FT.3T. 3078(3N).— Frs 1T TLHIT TqE & T Searsaa ey + tteme + FEiFaw SuEe
& oI g SIS SOter 7 ITANT /el & 70 SEH 3cTe FT ThdT &, STaieh 3<h ATdrer & geierd
e IUeTeH €,

3T, =9 o g S ot U Eews affta g o T w2 #1 [ foar w1 o s fore
AL THATRT TATZHTT TS o THE TET AT Thel T &

Y, =8 AT & 99 2021 | UF fAorwst afafa gy advar £ T ot ¢ SF afffa F samr &
TTEATSFATHTS H TH ARPATA TR o Tafafyr (TE-Eqrenifes) § i o0 5 Rt st
farfRrerar wor +ft &) 2 iR S et s TRt weie F arr e s wdfa =< gar
gl gfa T a8 st g T Suersy 22T ST agHH{-aH Bra IR ared 39 X g 999 $f arashar
T GWAT TET FLA ¢ A T AqT(hD AT,

ST, SOter Tee ey ATt are 7 faersy afafy i foare £ ohe £ siw dgifos =1 9 Faus
afafa i fAeTier & ggaa gar i frerfeer 7 & srofer aadrehr aadrgear a1 ff 3u-afa =9 fuw
T HATSIT Tigd THT TqTiehen (R2T GTF FATSIAT %07 TaedTe | TLreT HL;

3T, I ST-AHIG 7 ATASIE ATl & HA1eTH § I OAF GId §406 & Sfaiarst av
RagTeant #T R gRre 9IS & gae § G9iah ST Teqd Fed &7 a9 ot 37 4,

3T, ST SU-AHIT 7 =7 o7 geres S41e 6T TET F7 % THT, I AT G IS 9
# ot R arie 28 foEaY, 2024 FY I i, SrEH =7 S1at & JT-87e gl 47 o7 o 379a sHiRa
¥, 30 oo g g & famtorn, s ar fRaor i siedfaa s srasas § w=ifEF 7 sagat & o
GUF A F forg g ey st 78 8
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1Y, STh IT-HTHIT T Ith TS U2 TS Tehe el TATgahTE aI€ gIT =TT 33T 137 Y 98 S
Su-atafa & 36 FHewTer & agaq ger;

ST, SAUTEr TFRATHT AATGHIT ATS I TARILLT o ST UL, Feal T TGLhT 9qL g o <0 § 7199
YA % forw 3w sty & fafamtor, ferer ar g #r sfaeferd T =R § sraegs i qei=e 2|

qq:, TS, AT S TETET FTHUT TIAT=H, 1940 (1940 F7 23) F¥ &7 26 FIIT T&T TRAT FT
TN T g, Frald ALY, TG HLA & (o0 SAT2d | AaeTF Sl THIAIT g & T gy, TIgET 9194
START F forT sTearsamTe + e + ey srse F Rox g g4 & Ao, G
A7 f3ra=or 7 Tt v 7 Afvg w7 2

[®1. &. X.1 1035/53/2014-@?"{W@(W.- 1))

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3078(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Dicyclomine + Paracetamol + Clidinium Bromide is likely to involve risk to human beings
when safer alternatives to the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee and
the report may be placed before the Drugs Technical Advisory Board;

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
committee reported that Dicyclomine has a potent anti-cholinergic activity (anti-spasmodic) and also
has some smooth muscle relaxant property. Combining these with another anti-cholinergic agent like
Clidinium does not seem to be justified. The said committee also stated that the available data and peer
reviewed scientific evidences do not support the rationality of this fixed dose combination and
considered this fixed dose combination as irrational;

And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee
and in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including this fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or
stakeholders of the said fixed dose combination for presenting the precise data with respect to the fixed dose
combination through public notices.;

And whereas, the said Sub-Committee after examining this fixed dose combination, submitted its
report dated the 28" December, 2024 with respect to the said fixed dose combination which, inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
fixed dose combination as there is no therapeutic justification for the fixed dose combination of these
ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the
Central Government being satisfied that it is necessary and expedient in public interest to prohibit the
manufacture, sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public
interest so to do, hereby prohibits the manufacture, sale or distribution of the fixed dose combination of
Dicyclomine + Paracetamol + Clidinium Bromide for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- IIT)]
HARSH MANGLA, Jt. Secy.
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srferg=AT
% e, 11 5, 2026

.37, 3079(37).— FesrT T T 2 o Gfierie + e & R gere " srafer 1
START ATHAT % {10 TR IeTd FT THhdT ¢, T 3h AT F LT [ahed IUeH g,

3T, =0 FRuw g 9 it uE faeras afEta g aiveT w3 #7 i ot wam o s fae
AT ToeTehT TATEHIT ATS F THET TET ST THhed T

AT, =9 AT & a9 2021 F uaw Forost afaty g ol i 7 off i s afafe  sarar &
ST T 3T AGHHI-GHHET ATF qTeT T (U= G GAIST shl AThehaT T GHAT AT e § i<
TH SAqTieheh AT,

ST, AT Theeh! TATERIT ars o Lot afAfa St Rre it 0T it $i7 dgitas =9 7 Faus
afafa &t fARTer & Tgad gar siT fARrer 7 & rofer qahdinr aAarghT are @l IT-AHid =9 2%
G GATST Higd HHT AT EAT Greh SIS 6t fareae |/ aer Fft;

Y, 3 IT-AAfT T GrEwEE gEares F Ay ¥ 3 fuw goE @9 & Afawtaret ar
et 1 Raz gars G  dag § Tt ST I8 F27 1 A8 ot fa7m o,

3T, ITH ST-HIHTT 7 R G GIIST il TLEAT FIA o6 THT, S (A G GAISH & qae 7
st Rae arde 28 feEa, 2024 Fi y&qa i, Sad 9= a1a1 & ArI-ArT FFT AT AT A1 Sty
#, 30 R gus ddew F fafawtorn, fase ar faaoor 1 afasfaa wear sraeas § =it 3 sawai & fox
G FAIS F forg g ey siferer 7 3;

T, I IT-ATAT T I TS 9T TS TeheTehl TATgRTE a1 gTeT o= 3T 127 3T 98 <6
ST-atafa &t I FHRTer & TgAd ger;

ST, SATTTEr TRATHRT AT ATS HT TARILLT 6 ST UL, Fea 1T LR GqL g o6 <0 | 799
STANT % o 3<% sty & fafamtor, S ar fawor #r sfaated w3Ar 9 § sEedsh i aoi=1 gl

qq:, A, ATTTE ST T FTHIAT ATA=aw, 1940 (1940 7 23) FT €T 265 FTLT Ta<T TRFAT T
TART A gU, el TEHT, g FA 6 (0 SAT8d | 9T A THIH g § TqE FIHT, TAgT q1949
TR % forw dffemie + forreeT % v g w@aem & At G ar B #r qorma g 1
Afrg it 2

[, €. X.11035/53/2014-STTHFLHT(ATT.- 111)]

. . -
Y HITT, HIE qea

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3079(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Lignocaine is likely to involve risk to human beings when safer alternatives
to the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee and
the report may be placed before the Drugs Technical Advisory Board;
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And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
Committee reported that the available data and peer reviewed scientific evidences do not support the
rationality of this fixed dose combination and it considered this fixed dose combination as irrational;

And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee
and in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including the fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or
stakeholders of the said fixed dose combination for presenting the precise data with respect to the fixed dose
combination through public notices;

And whereas, the said Sub-Committee, after examining the fixed dose combination, submitted its
report dated the 28™ December, 2024 with respect to the said fixed dose combination which inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
fixed dose combination as there is no therapeutic justification for the fixed dose combination of these
ingredients;
and there is a possibility of risk with the fixed dose combination;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the
Central Government being satisfied that it is necessary and expedient in public interest to prohibit the
manufacture, sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public
interest so to do, hereby prohibits the manufacture sale or distribution of the fixed dose combination of
Paracetamol + Lignocaine for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- III)]
HARSH MANGLA, Jt. Secy.

e
e faoeft, 11 5, 2026

FT.3M. 3080(37).— Fes 17 T 6q¥ g [+ Raaarairee + HIHIH fAdeiae & o g daree
AT T ITART ATHAT & [T SR IcTH HL THdT 5, ST 3h AT F LT [ahed 397 &,

3T, =9 Y g 99 it UF fAQras aiEta grr 9ireT w3 &7 [ ot i o7 s fae
SATOTTEr TeTehT TATSRIL TS F THET TV ST qhed T

AT, = wrHer T 99 2021 § v fForas gty gy when i 7 oft o o afafe F aaEr &
Y 2 v F forw TP S} Sag ATE SUAR fRerAder S fefive & 9T i R
TET LA gl S ATHTT 7 Tg AT FgT [ ITAeH T AR ghHI-qH IR a1 ared 39 09 e d3ier
FT qITHRaT T AT TET HLT 3 SN T AATIhh AT,

ST, SOter Tee ey TeTgsTe are 7 faeresy afafy i foare £ ohe 1 siw dgifos =1 9 Faus

afefa £ Rrerfer & agwd gar siw frerfer it fF sirafer adrehr aargar a1 it IT-a9 afaf =0 fuw
T HATSIT Tigd THT TqTiehen (R2T GTF FATSIAT 0T TaedTe | TLreT HL;

Y, 3 IT-AMATT T FESEE AT F AW ¥ IF U gIw qaee & Afamtaret ar
TRagTeant #T R grre 4TS & gae | Tiah ST Teqd Fed a1 qaa< off 3w o,

3T, 3% IT-AMATT 7 Ruw g S it a0 T 3 o TAT, S RAT g 9IS & doe §
St RArE arire 28 fea, 2024 & T&=qa i, Sad =7 I1a1 & ArI-ArT FFT AT AqT 7 A1 Sty
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#, 70 Ra gu davem & fafRsion, R a1 faawor & sfasdfaa s sraeas g w9t 5 st & R
g G F fore Fi e st a8 §;

1T, ITh IT-ATHI T Ith TS U2 TS Tehe el TATghTE alS gIT fa=Te oA 147 3T 98 S
Su-atafa & 36 FHewTer & agaq ger;

ST, SAUTEr TFRATHT AATEHIT ATS ol TRILLT o ST UL, Feal T TGLhT GqL g o <0 | 799
YA % forw 3w sty & fafamtor, ferer ar fawor #r sfaeferd war =R § sraegs i qei=e 2|

qq:, TS, AT S TETET FTHUT TIAT=H, 1940 (1940 F7 23) F¥ &7 26 FIIT T&T TRAT FT
TN T g, Frald ALY, TG HLA & (o0 SAT2d | AaeTF Sl THIAIT g & T gy, TIgET 9194
3T % forg ReaaiTss + Hiffaw fOaicfe % Roaw g g9 & fafamtn, G ar e w i acrm
waTa & AfUg w8

[T, &. X.11035/53/2014-ST0a gz (W |11)]

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3080(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Gliclazide + Chromium Picolinate is likely to involve risk to human beings when safer
alternatives to the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee and the
report may be placed before the Drugs Technical Advisory Board;

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
Committee reported that the national as well as international standard treatment guidelines for TYPE
2 DM do not recommend the use of Chromium picolinate. The said Committee also stated that
available data and peer reviewed scientific evidences do not support the rationality of this fixed dose
combination considered it as irrational;

And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee and
in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including the fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or stakeholders
of the said fixed dose combination for presenting the precise data with respect to the fixed dose combination
through public notices;

And whereas, the said Sub-Committee, after examining the fixed dose combination, submitted its
report dated the 28" December, 2024 with respect to the said fixed dose combination which inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
fixed dose combination as there is no therapeutic justification for the fixed dose combination of these
ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the Central
Government being satisfied that it is necessary and expedient in public interest to prohibit the manufacture,
sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public interest
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so to do, hereby prohibits the manufacture, sale or distribution of the fixed dose combination of Gliclazide
+ Chromium Picolinate for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- I1)]
HARSH MANGLA, Jt. Secy.

srfergEAT
% e, 11 5, 2026

1.3, 3081(37).— Feat7 A gq¢ g & wmiFam + e + dftes e R
+ Yurfearaftesst & fRux gRrs 99 Ao i 7 ST q=Et F o ST 3ors w2 J6d71 g, JTai+ 3
Arater & i fAdheT 3ued &;

3T, T ST IRET FEdT0 HATAd & U9 & TATd, 39 o7 g A6 it Th Saust
afafa grr aer Fw3a &1 At o = o7 sz RO arafer gt aemes 91 F aae Tl o aedt
e

SiY, =0 JT i a¥ 2021 § s fForws afufa grr ol i w2 off siv Sw afafe F samr &
EHIRITIATTHS €7 & AN, AR i S ftess F quadi STIRT #1 #1539 daTH=®
TeT AG! gl Tg AT A e feamfasen F sqar g1 g1 afafa 4 ag W Fgr & Suctsy T 3ix
AEHH-TH IS ST aTed 6 oI GRIT GATST T ATThehdT 7 YT Ta1 hed § A SH AT oheh HTAT,

ST, SOter Tee et TeTgsTe are 7 faersy affy i foare £ oher £ siw dgifas =1 9 Faus
qfefa it e & ggaa gam i Rrareer #7 & sirafer aadint adrga are @l SU-qHid 39 #9%
G HATSIT igd THT STqTiehen (#T G AT %0l [aedTe | TLreT H;

Y, I ST-AMT T AraeAE gEAre F 6reaw ¥ % R guw g3 F Afawmtaret ar
RaaTHl 1 R g T & Ge § 1 ST Toqd FT HT qqqe AT foqr om;

3T, 36 IT-AATT 7 R gk HAST 1 AT FA F AT, I P g 916 F qag H
et FdTe AT 28 fawEe, 2024 Fr geqd i, SH v arat F |ra-ary Fwgr 4w o1 8 sy setga
¥, 39 R g g9 & fafawtor, R ar g it wiad e war sraeas § w=ifE 37 st & Rax
GUF TS & forg wrs, S stfeer 7 §;

31T, I IT-ATHIT T ITH IS T ST Tehel o] AATSHIT A€ G [A=T FHAT 7T 3T a8 I
ST-THT T 376 TR ¥ 9gHd ga;

ST, SAUTEr TFRATHT AATGHIT ATS ol TRILT 6 ST UL, Feald GLhT 9q€ g o < § A9
SYANT o o 3<% Arater & BT, B a7 e 1 Sfaeted 3T Saied § Araeds i 9o =1 gl

_q:, A, ATy ST T=Te ardT ferf=ay, 1940 (1940 =1 23) F¥ €T 26 51T Yo of<edl T
TART A U, Feald AT, TE FIA o (10 TS | SA9TH 3T qHH A g9 & A 21T, TAZT HIE
START & forw wafaa Rt + fataataee + afdes g St + aafeanttess & R g 3w
F fafawtor, e a7 fBa=or &t aorme 9= & [fvg w3 i 2

[T, &. X.11035/53/2014-Sr0ar & i (W~ 11)]
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NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3081(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Amoxicillin + Cloxacillin + Lactic acid bacillus + Serratiopeptidase is likely to involve
risk to human beings when safer alternatives to the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee and the
report may be placed before the Drugs Technical Advisory Board;

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
Committee reported that the pharmacodynamically irrelevant, there is no sound clinical evidence of
concurrent use of Amoxicillin and Serratiopeptidase. This combination is not as per standard
therapeutic guidelines. The said Committee also stated that available data and peer reviewed scientific
evidences do not support the rationality of this fixed dose combination and considered this fixed dose
combination as irrational,

And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee and
in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including this fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or stakeholders
of the said fixed dose combination for presenting the precise data with respect to the fixed dose combination
through public notices.;

And whereas, the said Sub-Committee, after examining the fixed dose combination, submitted its
report dated the 28" December, 2024 with respect to the said fixed dose combination which, inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
fixed dose combination as there is no therapeutic justification for the fixed dose combination of these
ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the Central
Government being satisfied that it is necessary and expedient in public interest to prohibit the manufacture,
sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public interest
so to do, hereby prohibits the manufacture, sale or distribution of the fixed dose combination of Amoxicillin
+ Cloxacillin + Lactic acid bacillus + Serratiopeptidase for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- I1I)]
HARSH MANGLA, Jt. Secy.

st
¢ feett, 11 57, 2026

1.3, 3082(31).— HfF, Fra Tva dqe g FF GwgifEas + Mantae F Fouw g g+
AT FT ITART ATFAT F o0 A ITTT FL THRAT g, T Ih A1 F LT [aheq 3T g,

3T, e S IAT FedT0 §ATAT o GIIHET 6 THTq, 36 *9 GIh GA il UF Fews
afafa gRT T8dT FA & Ao o = o7 s R Aot aEdT aeTedT e & gHey @i ov
TRl &

3T, =7 A A a9 2021 § uE fGews affa gwr ader i w2 off ok Sw afafa 9 samr &
GUF ATATIT F GG A ABTGHFAA 6 AT TIAA IS F FISIT il THATIONT L 3 oI S, BIATR A CH
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22T U A5l gl Mamfae it g FRatfa v F forg wmiaweaies seaaw w7 it srasasar § s
aaaT aRRafaat # afafa & Rrarer a8 #;
S, srafer aeAThr aeTgR a7 fFerws afafy f fare f adier f ¢ dgifts =1 Feus

afefa i e & ggaa gam s Rrarfeer 7 & sirafer aadrnr adrgear are @ 3U-aHfd 39 %
GITF GATST Al d THT AT LT G HATSIHT ol Toedq T & TEeAT FHef;

AT, I ST-AAT F ATASIF GaAATsh & ATeIH F IF BA¥ gOs g & Afawtarst am
RAament 1 RaT garh G415 % G § T ST T F2 1 AF8 7 fa7r o,

3T, I ST-AMATT 7 Fuw g Sae it TEreT F3 & TAT, S A GO GqS & qae §
sroeit R ardr 28 fawa, 2024 % seqa i, Sad v arat F ara-arer Fgr w4 A F = swtga
¥, =0 e g g4 F fafawtorn, fser 3t o 1 afasfaa wear sreasas g #9itF 3 stawai & o
G FAIS & forg g et st =1 8;

AT, STh IT-ATHIT =l Ith IS T2 AT Thel el TATgahTE aI€ gIT (o= AT 747 Y 98 S
ST-atafT &t I FHRTer & ggAd gar;

ST, SAUTEr TFRATHT GATEHIT ATS ol TARILT 6 SATEMT T, Feald GLhT 9q€ g 6 < § A9
STANT % o 3<% st & fafamtor, S ar fawor #r sfaafed war 9 § sEaeds i a6i=1 gl

A2, A, ATTTEN ST T FTHAT AT, 1940 (1940 7 23) FiT €T 265 FTLT Ta<T TEAT T
TN T gU, Feald ALY, TG HLA 6 (o0 SIAT2d | aeT S THIA T g § §qE g, TIgiT aed
START & T awgiiEae + Memtae & o gas dare & At e a7 e 1 aore g9ma |
Afrg Ft 2

[T, 7. X.11035/53/2014-ST0FrEft (W 1))

. . -
Y HITET, HIH diea

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3082(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Cefadroxyl + Probenecid is likely to involve risk to human beings when safer alternatives
to the said drug are available;

And whereas, it was decided to examine this fixed dose combination by an Expert Committee and
the report may be placed before the Drugs Technical Advisory Board;

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
committee stated that there is no pharmacokinetic data to substantiate the addition of probenecid with
Cefadroxyl in regards to dose titration. There is need for conducting pharmacokinetic study to
determine the doses of probenecid and in present circumstances the committee did not recommend,;

And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee
and in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including this fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or
stakeholders of the said fixed dose combination for presenting the precise data with respect to the fixed dose
combination through public notices.;

And whereas, the said Sub-Committee, after examining the fixed dose combination, submitted its
report dated the 28" December, 2024 with respect to the said fixed dose combination which, inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
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fixed dose combination as there is no therapeutic justification for the fixed dose combination of these
ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the
Central Government being satisfied that it is necessary and expedient in public interest to prohibit the
manufacture, sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public
interest so to do, hereby prohibits the manufacture, sale or distribution of the fixed dose combination of
Cefadroxyl + Probenecid for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- IIT)]
HARSH MANGLA, Jt. Secy.

EIEGEE
e faeett, 11 S, 2026
FHT.3M. 3083(3).— FrxiT T Q¥ ¢ [ ARIUHATIH + GUTCATAESH 6 (00T Gk FAToI
AT FT ITART ATFAT F T TTEH IcTH FL THRdT g, T Ih A1 F LT [aheq 394 g,

3T, T ST IRET FedT0 HATAd 6 09 & TATd, 39 o2 g A6 it Th Faust
T g7 TreT F & o o 97 o7 3fiT RO A fer aadient adrghiT aie & gHel TEl ST Jehat
&

Y, =8 ATHe diT a9 2021 ® v fFerwsy afafa gy adier £ € oft i 5w afffe F s
FHIHSAATHS €T § TATE R, FRFTIH A AT & GHAAT STIRT T Hl5 S1E AQTAH
qTeA AG! gl Tg G A e feemfAsen F siqa g1 g1 afafa 9 ag W #gr & Sucsy e six
AEHHI-GHITErT AT AT SH AT G G 6T qATThapd T T GHYET TGT LA g A 4 SAAT(heh AT,

ST, AT Tt TATgRIT are 7 faeras afafa f e fi ahar $7 oiw Fgifas =1 7 Faus
qfefa it e & ggaa gam i Rrareer $7 & st aadrnr adrga aie @l SU-qHid 39 #I%
T HATSIT Tigd THT TqTiehen (R2T G FATSIAT 0T TaedTe | qLreT H;

Y, S IT-afAfa 7 grEwEE gEaTet F Ay ¥ 3w gow @9 & Afawtaret ar
RagTeant FT R gRre 9IS & Hae | Tiah ST TEqd Fed a1 a9 ot 37 4,

3T, I IT-AMATT 7 FRuw g S it e 3 % TAT, S AT GIw 9qiee & d9e §
st R arire 28 fEe, 2024 T yeqa i, Sad 9w a1at F rI-anT FFT TG A7 F A sega
¥, 39 U g g & fafawir, e a7 ffar & gfastea F3aT srasas § /it 7 d@agat & o
gUF 999 & fog e R st 981 85

AT, I IT-ATHT T I RATE 9 ofd qeheiht Targete ars g o= B 1 i a8 S<6
SU-atafa &t I FARTer & TgAd ger;

ST, SAUTEr TERATHT AATGHIT ATS [ TRILT 6 ST T, Feal T TGLhT 9qL g o <0 § A9
STANT # o 3<% arafer = fafamtor, S ar fawor #r afaated w37 Sqed § SEeds i 9o =1 gl
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qq:, A, AT ST T FTHAT AT =aw, 1940 (1940 7 23) F¥ €T 265 FTLT Ta<T eTIFAT T
TN T g, Feald ALY, TG HLA & (o0 SIAT2d | AaeTF Sl THIAIT g & T gy, TIET 9194
ST F forT SeTew + arteaaftess F o gers waree  fafawtor, G =1 fRBawor #r aorrer
waTa & AfUg w8

[®T. €. X.11035/53/2014-STUFFIHT(ATT.- 111)]

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3083(E).— whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Cefuroxime + Serratiopeptidase is likely to involve risk to human beings when safer
alternatives to the said drug are available;

And whereas, after consultation with the Ministry of Health and Family Welfare, it was decided to
examine this fixed dose combination by an Expert Committee and the report may be placed before the Drugs
Technical Advisory Board,

And whereas, the matter was examined by an Expert Committee in the year 2021 and the said
Committee reported that the pharmacodynamically irrelevant, there is no sound clinical evidence of
concurrent use of Cefuroxime and Serratiopeptidase. This combination is not as per standard
therapeutic guidelines. The Committee also stated that available data and peer reviewed scientific
evidences do not support the rationality of this fixed dose combination and considered this fixed dose
combination as irrational;

And whereas, the Drugs Technical Advisory Board examined the report of the Expert Committee and
in-principle agreed to the recommendation of the Expert Committee and recommended that the Sub-
Committee of Drugs Technical Advisory Board shall examine all irrational fixed dose combinations
including this fixed dose combination in detail;

And whereas, the said Sub-Committee had also given opportunity to the manufacturers or stakeholders
of the said fixed dose combination for presenting the precise data with respect to the fixed dose combination
through public notices.;

And whereas, the said Sub-Committee, after examining the fixed dose combination, submitted its
report dated the 28" December, 2024 with respect to the said fixed dose combination which, inter alia stated
that in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this
fixed dose combination as there is no therapeutic justification for the fixed dose combination of these
ingredients;

And whereas, the said report of the said Sub-Committee was considered by the Drugs Technical
Advisory Board examined and it agreed with the said recommendation of the said Sub-Committee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the Central
Government being satisfied that it is necessary and expedient in public interest to prohibit the manufacture,
sale or distribution of the said drug for human use 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, being satisfied that it is necessary and expedient in the public interest
so to do, hereby prohibits the manufacture, sale or distribution of the fixed dose combination of Cefuroxime
+ Serratiopeptidase for human use, with immediate effect.

[F. No. X.11035/53/2014-DFQC(Pt.- I1)]
HARSH MANGLA, Jt. Secy.
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