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QT 3T qRATC FHTT {ATA
(FTeey T IRER FedTor famT)

CIEE ]|
7% f2eeft, 11 517, 2026

1.3, 3068(37).— Feata T 7q¥ 2 I vferge dfofRfas e + viigwntys P g
HATSIA AT FT ITTNT AT & [0 SATEH ITH F THdT g, Taih 36 AT 6 qIrera faheq Iuaee
2

A, 7 Rore g wirer At v Frdresr wfRf grer o w2 v by o w o s
AT THATHR AATSHI ATS o qHET T AT TAFHAT 2

37, = g F7 T 2021 ¥ uH fAgww gt g oher F 1 off i) o i § saar
SUTSH 2T AT AEHAT-THToIT AR GTET T [RIT GLF GAISI Y qATehardT T GHYT Tal FQ g A<
TS AT AT,

4303 GI/2026 (1)
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2 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II-—SEC. 3(11)]

AT, AT TR HATgHe a1 7 fFeras afata 1 Rare i adier # o  dgias =79 Faus
Atata it e 7 agaa gar o7 et &t & arafer aaAreht aargahe a1 & ST-AiHid 2q 793
FTF GATST Algd THT AT 97 GITH G I FEEare 7 T H(;

AT, I IT-AHIG 7 HTASAAE GAATA F AT F Ih I gL 9906 & [AfEgiarar a7
fEaaTht T P2 g1 FATSH F JIL | T2 ST T L H1 a9 A7 =247 o,

AT, I IT-AATT 7 U gors g i 98T F:39 F T2, 3 B2 g 9a7e & 99 #
ot e AT 28 fReaw, 2024 Fr gwqa f, e s arat F Av-ary g T v F e swEd
¥, 30 R gus 9w & RAfawtor, s v fEawr s yfdtea s srawas g w9t 39 gagat & Rux
g G ¥ g #8 Rrfrefi A T g

AT, I Iq-AfAfA it IF RO I A IFA TR Femgawe A g7 A= B 13 &k a8 < u-afafa
$ I FRrwrier & ggna gor;

AT, ATTTE T ehl TATZHTE qTS il AERTTAT F AT 9T, Fea 1T G 942 g % 39 § 794
STt & foro 3<% srafer 3 AR, B av Bawor w afaetea s =g § sraeas 6 adi=h= 21

A, A, ST T T TraUT rrat==a, 1940 (1940 F1 23) F¥ &TIT 26F 1T Ta< T<ral FT
AT F2d U, Feald AL, Tg FIA & [0 Sigd H ATF9TH AL FHHE g+ F A 36T, TAgT {4
37T # o wfterse dferfRfers ofee + Tnewnis F R gom= dare= & fAfaatr, BE ot Eae
FT qeapTer THTT | Afvg FdT 2

[FT. 7. X.11035/53/2014-S 0=t (ST [11)]
24 |, 46 qi=

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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(AT [I—a7E 3(ii)] ATEd T AT AFTITIT 3

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 1s 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.- I1I)]
HARSH MANGLA, Jt. Secy.

Ffag=aT
7% fawelt, 11 57, 2026

1.3, 3069(37).— F=AT 7T AqF ¢ T TATART + SSET A + SFie 98 o + & &
o F fAf2ra g Gt ATeft Sate w7 ITARr /At F forw Sy 49T 5% 99T 2, a9t 39 A0y F
qeiara Ao 3uer=y €;

37, = [Afea gae garse & vs Fows afafa g w1 w2 # [or o = ar s e
FT AT TRATRT AATSHIL A1S F THE TGT ST FHAT;

Ao, 9T 2021 § vw Ao g g zm ame fr ofar fr S fr e sk aRff s sar &
Sqrey T AR qEgFHi-aHifEra amfas a0 Afda gus g9 f arfdear w1 awed 98 3 §
A W AT AT,

AT, Arafer aFATR FeTERe ar3 1 Forast afufy £ e fi afrer it 65w dgifes =9 Faus
atafa #r et 7 ggaq gar i Frefe £ & srofa g $r aossr € § sr-atat o= Afea
FITF G Alad THT AT (A2 GTH SATSAT i [4edre § TEET FH30T;

AT, IT-AATT T ATASAE TAATAN F AT F I A% G 41 F AfRwrarsr ar Bagrost
F1 TS gars 1S % Jag § HEF ST Toqd e T a7 22 o,

AT, I SU-AHTG 7 AT g2 e it areq T F F THT, 3 A 12d GIrh G479 & g4
¥ st R arde 28 faEew, 2024 Fr weqa i, S s arat F Aarg-are F27 13w o7 & e swga
¥, T fAfa gus 99w & [fawior, [y ar [ar w® vy ST aeeas § ¥ 37 a9q49i &
At gus 9aew % forg wiE Ry st 78 §;

AT, I ST-ATHIT =l 3TH LIS I ATTTE THA TR TATZHIL qTS 12T (9917 397 737 AT 98 395
3SU-ATHTT FT 3T MY 7 986 g,

AT, ATTE THATRT TATEHIL ATS 1 AR F AT TT, Fald TLH 42 ¢ = 390 § 79+
3T form 3% srter & fEfagtor, @ 31 Aaeor a7 giaay ST Sqiad 3 Ara9TF AL GH =1 2l
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4 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II-—SEC. 3(11)]

qq:, A, ATATE ST TATET ATHAT ATHTT, 1940 (1940 FT 23) it &TIT 26%F FTIT o< OThdT &
AR F7d g0, Fa1T AL, T2 Gq2 214 97 {3 UAT F7A7 SAiad # 997 i afi=1= 8§, Tagrr e
+ STISTET A + giE 9 oo + & & a9 F Ffes gos == F a9 s F oo Gt G ar
a0 &7 Tkt THTE | Traaterd Fdl 2l

[FT. 5. X.11035/53/2014-ST0RaT= (91T 111)]
24 HIET, §Y qad

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3069(E).— whereas, the Central Government i1s 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 1s 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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[ATT [I—=72 3(ii)] LT T TTATH ;. TATITIT S

SrfergET
7% fawelt, 11 57, 2026

F1.31. 3070().— =f=F, Fd7 9w 990 2 & e + aufeanfesy +
AFra s NS F FAf2ra g TS JTedT 237 1 ST /rHat # o ey 1T 7 99T @ S th
3 TAT &% qIrera faseT 3= &,

A, TS AR TRATE FTT HATAT F TR F THTG, 39 AT G G911 i UF s
AT gTer a2reT Fe F1 For o 797 97 37 e sater aFAthr TATew e 9IS & THE T ST T

AT, T ATHS T T9 2021 F v Forasy afata g ofrer Fi 12 off i s e F s &

HHIRIESTEATRS €7 F e, rafdafRfes st aufeanfes & gaadt soanr 1 # s @ s
HTET g1 gl TG AISIT AT (A fhed 19 [RLTIASL F ATHI Tal gl FHATQ & Ig H Figl I Sureq S27 31K
qgaHi-gHITera asTiae areg 30 AT gUs 93 i JhaTadr #7 0T Tgl $Q g N 39 AqThh
HTT,

AT, Arafer TFATR FeTERe 912 17 =Fogs afuty £ e Fir afrer i 6w dgifes = Faus
afafa £ Frerfer & agaa gar siw Frafa £ f&F srafa gi$r aaese T i sv-atat o= [taa
FTF GATST Alad THT AAqTIha (A2 G ST 61 (a1 § TEET F3(T;

A, IT-AHTT 7 I AT gers a9 & Faars I1 Bagrwi ®1 J qrasi|as ga9qra &
qregd 7 [Afea g G99 F 999§ 72 T2 T5qd HiA 1 FJF97 347 9T,

AT, 39 IU-ATHIG o AT g2 s it 9T F F T, 396 (A 12d GIrh G479 & 994
H At ROre aria 28 f3Ha<, 2024 #1 9eqq &, SEH, =7 ardi & qrF-97d, Fr T4 AT F [qraE
sifea &, 70 A g g3 & RfRwiorn, e ar Rar w vl s sreeas § =it 5 saaai
¥ fAfsra gu= @ae # o i Rfrcis it T8 g,

AT, I ST-ATHTT T I RIS I ATTTL THRATHR TATZHRIL A5 127 F&H=12 3647 797 3 98 35
ST-ATHTT FT 3T T 7 9g9d 9m;

AT, ATATE TFRATHRI TAATEHIL A1S i AR F AT IT, Fa T HLRL A2 2 4 <97 § qH=T
3T & e 3% g4t F ARt fEE ar Faeor g7 aiagy aomeT s=iRa ¥ sraeas $i a9+ 2

T, AT, AT AT TET AT sfafRE, 1940 (1940 F7 23) F¥ 42T 26%F FRT TE2 T ORAT F
AN F2d g0, Fald H4h, I8 9qF 34 92 & UAT F7A7 SAizd € AG99% 3T qe=4i= 2, TagnT
rqifagfafe + aufrmfesy + aafaes e F [fsa goF @99 F 999 3970 F o0
fataator, AT a7 Aaeor 9% gorte T9Ta |7 giagy 9t 2

[FT. 7. X.11035/53/2014-FT0=rg (9.~ 111)]
24 HIET, HYF a4
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6 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II-—SEC. 3(11)]

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 1s 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 1s 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.- IIT)]
HARSH MANGLA, Jt. Secy.

Frferg=eT
7% fEeeft, 11 5, 2026

F1.AT. 3071(3H).— F=7 99 9q° ¢ & STy + fuiere + e e e
+ T fEaiTRE & A gos g9 aret e 1 suanr aear & oo SifEw f57 F7 9% 2
STfF 3% =47 F qefar AFeT Sy 2;

AT, = At gers g it uF Forast afata g o8&t F7 F1 [ o w9t & R
FT AT FFATHT TATZHTE TS oF T TGT ST THAT 2; 37, a7 2021 # v F=Forwsy afufa grr =7 qmww
FT T #7 T2 AT 37 I g A TAET I STSaTEE AR § TS ARhee T Ud-hiforeiors Trafare
(T-T1) g 3K S98 7= et At fariRers or off €)1 5% A Raw o it o= ad-wifemtois
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[ATT [I—=72 3(ii)] LT T TTATH ;. TATITIT 7

TSie F g et SR wefta At Sar 81 affa F g oft Fer & Sueey T ik geii-athifta aefRs
are 30 AR gare G i arihear 1 qude 7 X § i 39 srarfhe wm;

A, AT T FgaTgRe ars 4 Foas afafa F1 RO 1 ader #i o @oaus afEta i
frerfer & agifas =7 & gg29a gar o7 P & & srofe awfr qaagse 9 f sv-afafy =@
At gers g afgd a+t srartas Atera g Fasr i =Fea § 90T #3390,

A, I7-AETT 7 I Mt gers gare % FErarar a1 Bagrsi Fi arastitas ga-Tai & qregqsq
" At2ra g2 9919 & 999 § T920F 2T Teqd FHiA T Aq9< A =337 9T;

e, u-atata 7 7o [Atea gars darea it 985097 F9 F T4, 3 AT g G060 6 g9
H T Fre ardrg 28 faFaw, 2024 v ueqq i, SoEH o= arat F arg-ard Figl 47 97 5% SATIE SHq e q
g, zo Afea gers garew F ARt B o7 e v uiaefea w7 sraegs g w0t 7 amfuat 5
fAfera ger "Jaree & oo g et sifeer 78 2;

AT, I IT-ATHIS T 3T TS TT AT THRATHT TATEHIE d18 ZTT [A=1L T3697 797 A< 98 375
Su-giafa &t 3 My & 986 g,

3T, Arafer TR AR a1 FiF FErfven F sraw v, FEw avEw d9qe 2 F v A e
ST #F o 3% gar & @Afatrn, G a7 =g #1 giadatag #31 sqtea § 39T+ e gHi=i ol

A, A, ATTS 3T TATET ATHUT ATATATH, 1940 (1940 FT 23) FF 4T 26F FTLT Ta IT<h AT FT
TANT F2d gU, Faid T3hE, T2 9q2 39 92 T UAT FIAT Sied § Aa9TF AT a9=H= g, TagrT
erEaTEFA e + SfReme + Ry siurge + feamuieTse * [Afera g e+ & 9
ST & oo fAfawTor, @ a7 Eaeor #ir gt 99T 7 Sfaated Fedt 2

[FT. 5. X.11035/53/2014-T0FRIHT (AT~ 111)]

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3071(E).— whereas, the Central Government 1s 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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8 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II-—SEC. 3(11)]

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 1s 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 26 A of the Drugs and Cosmetics Act, 1940
(23 of 1940), the Central Government, being satisfied that 1t 1s 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.- III)]
HARSH MANGLA, Jt. Secy.

srferg=T
T faw=tT, 11 99, 2026

1.3, 3072(H).— F=r7 9w 9q¢ 2 = umifeaRfem + autanfesy F Ffaa gos g+
ATAT AT FT ITART HLSAT F (10 SAITEH TZT FT FHdT 5, A% 36 24T F qUad [dHed IUeH 2,

A7, =9 AT g | &t us fFrerast atata g ader s F7 [or o w1 o s {re
FT ST TRATRT AATZRL A1S F THET TGT AT TFHAT 2

37, =7 AT i AT 2021 F vF Foras afaty grer afvar £ 72 off e S qfafe F sar
HTHTHISTATINSG €7 § AATHRS g & HT, THIEAF AT K UTEATEST F THadl SUINT T 5
S AT 18T TRl gl Tg GIro qea R Renfacat & aqar 72 g aRfa v g frwagr i
SUTS 32T Sl TghH -aHITera AT areq 36 A3 gus g3 fit ThaTaar F aaedT Tgi H<d 8
A< T/ THeI /AT

AT, AT THeATRT AATZHTE dTs 7 st afafa i e 1 adgr i &7 Fgia =0 § Foas
atafa & et 7 ggaq gar i Frarfye £ & srafa g aogsr 9§ sy-atata = Rfea
FITF G Alad THT Thald H12d GTH TSl [aedTe | T Hil;

AT, IT-AMATT T ATASAF TAATAT F FTEAH T I (AT G0 AT 6 [Arara a1 Zaamont
F1 AT Gor 99199 F @99 § TEF 2T Tedqd H7 F7 Jaa< @ =37 o7,

AT, I IT-ATHTG 7 AT G2 A1 i TEeT F34 F T, I M2 GLOd G760 % da
T oAt frare 9T 28 faeaw, 2024 v weqa &, Sed e arat F Jra-ar F27 797 47 5 g swiga
#, 39 At g g3 & [t [T a1 [ a2 giedy ST sraw3s g Fifd g7 9949t &
A2 g g & fag fg ey R a8t 8

AT, I IT-ATHTT T 3 RIS 92 ATy TRl FATEHR1L A5 g1 F&H=1e &347 797 % 98 35
SU-AfATa T 3<% FETer & ggad gam;

AT, AT THATDT AATGHIT A1S I AR F AT 9T, Fard qHE Jq¢ & & 390 § 7+
ST & o 3% g4t F ARt Fw ar Faeor a7 aiagy st s=iRa ¥ sraeas $iw 9= 2
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(AT [I—a7E 3(ii)] ATEd T AT AFTITIT 9

qq:, A, ATATE ST TATET ATHAT ATHTT, 1940 (1940 FT 23) it &TIT 26%F FTIT o< OThdT &
TART F2d gU, Fald ALhE, T2 9q2 g T2 T UAT FIAT Sied ® Aa9TF AT 9= g, TagrT
HERaRAeE + ufeanfesy F [ gee e & g soan F oo &Rt B 9 feer o
TehT TATT | Tid=e 9T T 2|

[FT. 5. X.11035/53/2014-ST0RaT= (91T 111)]
24 HIET, §Y qad

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 Amoxicillin + 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-Commiuttee, 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 1s 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.- III)]
HARSH MANGLA, Jt. Secy.
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SrfergET
7% fawelt, 11 57, 2026

FT1.3T. 3073(37).— F=17 T FqF 2 I THAT THIeae + THeIsT + AThIEhIedd Taiee + Si-
Y9t + fertaw v F [Afaa g e art e 1 3oaer qawar F o S fewr w7 995 2,
At 3F AT F gIiard AweT 3uaey g;

37, = [Afera g g3 & ve Fows atafa g a8 T w2 #7 [orr o =@ av s e
FT AT TFA T TATEHIT A1S F THE TGT ST TFaT 2;

3T, =7 W FT F9 2021 § vF Feorasy afEty grer 9T i 72 off 7 3<% i 7 qarr &
ST T AT GEHHI-quITera asTie ared 36 A3 gus dae it arfehear w1 0= 781 F39Q@ §
T T AAqTIHS /AT,

AT, AT FEFATH AATEHE Jrs o (Forasy qfufa Fi Fae F afrar $i v Fga =7 4 @
afafa #r Frerfeer 7 ggaa gar i Frefe £ & srafa a$r aossr € § sy-atate o= Rfea
FITF HATST Alad THT AT (A2 G ST 1 [4edTe § TEET FH3(T;

AT, 3 IT-AHIG T A% TAATA 6 HEAH | I [iEa gors 99 F [uiars 4T
fEaarei 1 [Aiera g2 991 & 999 | 920% 227 Toqd F34 61 Ja9< 91 =337 9m;

37, 3T Su-atata T fAferd g @arse f 78T F37 F 7T, % AR gue g9 & g9y
# o=t ReaE ardie 28 fREeT, 2024 Fr wega i, Srwd s q1at F qrar-aner Fgr 14w 9r % =qaw swfga
7, 7w fAfEa gu=s 9@ F R[fawio, [ ar [ o) gty T sEas § =S 59 s@aat 5
At gus 9w ¥ g g Ry sttt 78 §;

AT, I ST-ATHTT I 3H LTS I ATTTE ThA TR TATZHIL A5 12T [F=1¢ 3697 737 A 98 395
SU-ATHTT FT 3T FETRY 7 980T g,

AT, ATTTE THATRT TATEHIT ATS 1 AR F AT TT, Fald TLH 42 ¢ = 390 § 799
ST & foro 3<% srafer & AR, @ a1 Fawor o gfasy s s=iEa § sraeas i adi=ie 21

A, A, SATTE AT TATE GTHAT ATe==7T, 1940 (1940 F1 23) F¥ &TIT 26F FTLT Ta< IT<hAT FT
TART Fd gU, Fx1d AL, T2 AL 29 T2 % UHT FIAT Sqlad H ATG9TF AT GHAE 7, TIgRT Tar
TFCHE + THIZH + ATHIETHIhUT THIeE + St-99A1e + A= u = [Fi2a g |91 F 7a 30T
# foro fatawtor, fEew o fFawor a7 g g9t | gfagy Sy 2

[T. 7. X.11035/53/2014-FT0=rg (9T~ 111)]

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 1s 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 1s 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 1s 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.- III)]
HARSH MANGLA, Jt. Secy.

IR
7% faeft, 11 57, 2026

FT.3T. 3074().— F=7 a7 997 2 % ey rwewe + fRQafia € + ssfae +
faa e F Ruw gors TS Afa F7 SUTRT A1 F oy Sfew Seqe F7 79647 2, JatH 39 araty &
qiera e 3uerey g;

AT, =9 Pu7 g 991 it U fAerost afafa g adtar w3 w1 [t o @ a7 6w {re
AT THATHT TATEHIL ATS F THE TET ST TFAl 2;

AT, T AT FF T 2021 § v fFeras afuty grr oyt fi w2 off i S e @ saar &
T ST A AZHHI-THITET AT AT 26 [0 GUF AT vl ATIhehdT T AT gl FQ g ST
T AQThed ATAT;

AT, ATATS TR HATEHIL A1 7 [ArTst FAta it e &t a&T # A7 dgias =7 9 Faust
Atata i T 7 agua gar o7 Farer #it & arafe aArhr aargae a1 s ST-AHia 29 FI%
FITF HATST Algd THT AT BT GITF G I [EEare 7 AT H(T;

AT, I IT-AMATT T ATEASAAF FIATAT F T F I AT GO 9091 % Bf|agrarsr ar
FEaaTeai &I U2 g2 930S & 999 § 921 227 Ieqd e 61 Aq9< |1 =47 47;

37, 3T ST-AMRTT 7 39 e g S99 it 78591 F39 T 77, S R glE €96 & g9y
# gt Raie ardte 28 fadex, 2024 Fv sqa Y, ora# = arat & ar9-a1r F:371 197 97 % =19 siga
#, 79 R g g3 & fafawtor, s v faawr s g faa s srasas § #itE 37 sl F R
g @A ¥ forg i Rfaefir stfeer 78 §;
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AT, 3T ST-ATHTT I 3H TS IT ATTTE THRATHR TATZHIL qTS 12T [&F=1¢ 697 737 7 98 395
SU-ATHTT T 3T AHTY F 986 g,

AT, ATTTE Tl TAATGHTL ATS i ARITLAT F AT I, Fealq GLH 942 g (6 a9 § 799
ST & foro 3<% srafer 3 AR, @ o Fawor wr afastas w7 @tz § sraeas 6w adi== 2

qA:, A, AT AT THTE GTHUT ATe=7T, 1940 (1940 FT1 23) F¥ &TIT 26F FTLT Ta< IT<hAT FT
AT F2d U, Fvald HLHL, T2 FIA & (0 SAied H AFITF AL FHAA g+ & A2 267, Tagl 7=
ST F forw vt vameae + fFerfue € + steutiEE + Foaade F Fuw g g9 & ARt B
a7 =TT F1 o g9t T [Afvg w7 2

[FT. /. X.11035/53/2014-ST0HFTHT(ATT.- 111)]

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 1s 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.- II1)]
HARSH MANGLA, Jt. Secy.
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SrfergET
7% fawelt, 11 57, 2026

.. 3075(31).— =+, F=17 a7 A2 2 I A + enar oo + fFafRa €5 e gus
HATSI ATTTE T ITIRT JIAAT 6 [0 AT I FT Thal g, Taih 3 AT & qIrerd fawed Ty

2

A7, =9 P g 991 #t v fAerwst afafa g aftar w21 w5 [t o @ gt e {e
AT TFATHT TATZHL A1S o THT T AT THAl 2;

AT, =T AT i T4 2021 § vF Fows afafy gy har fr wE fr e s Rl s e &
ST ST 3N AEHHI-TH (T ANTIh ATET 0 TUT G GAISIT HT ATThha’ HT GHAT Tal HQ & M
9 AT HTAT;

AT, AT TN HATEHIL a1 A [Arast Fiata it e it ad&T # A dgias =7 9 Faast
afafa i Fremfer T agaa gar siw Frerter fit &F srafe g gaargsr T fit sT-atEfa om0 Fo
FITF HATST Algd THT AATIHa 97 LT FATSAT I [9eaTe 7 TLHAT HIAT;

AT, I IT-AMHTT T AT AF FIATAT F qT99 F Ioh A2 g0 g9 & BFf[agrars 4T
fEaameet T FFa< g J70S F J99 H qEF T2 THd Hed A1 AFAL AT f37m 4,

3, 36 ST-AfRTE T 77 o gers S i o wE F T, S5 R g S & gey
7 o=t R ardie 28 fREeT, 2024 Fr wega i, Srwd s q1at F qra-aner Fgr 14w 9r & =qaw e
7, 7o FRux g waew & ARt R ar B 5 sfasta s smaeas g w91 o s=gat & R
s G4 & forg FE Rifachiy it 76 §;

AT, I ST-ATHTT I 3H LTS I ATTTE ThA TR TATZHIL A5 12T [F=1¢ 3697 737 A 98 395
SU-ATHTT FT 3T FETRY 7 980T g,

AT, ATTTE TEhATehl TAATGHTL ATS i TARILIAT *F AT I, Feald LHC 94 g (6 a9 § 7AA
ST & foro 3<% srafer 3 AR, @ o Fawor wr afastas w7 @tz § sraeas 6w adi== 2

qA:, A, AT AT THTE GTHUT ATe=7T, 1940 (1940 FT1 23) F¥ &TIT 26F FTLT Ta< IT<hAT FT
ma?c?rgrr Feald ALHL, g T3 & [0 SAad § ATFYTF 3T GHIHA 24 F HqC 2IH<, T2 q199
ST & o0 T + Stionar a + i@ § F Fuw ge Jgs & =R, Fﬂmmﬁm‘waﬁm
goTa 7 [Afug w3t 2

[T. 7. X.11035/53/2014-FT0=rg (9T~ 111)]

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 1s 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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14 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II-—SEC. 3(11)]

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 1s 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 + Vitamin E for human use, with immediate effect.

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

Srferg=T
< fawedt, 11 5, 2026

1.3, 3076(3).— Fr== AT TqT 2 I A + A A F v gers Fara oty 7
START HIAAT % 10 ST 3eas 2 9haT g, STt 36 A9 & gLierd faseT 3ues 2;

A, 29 U e |91 it v fAerst atata g oier #3 F 1 A o w3 o7 &6 R
AT TFATRT TATZHIL A1S o THE T AT THhal 2;

AT, T AT F F9 2021 § v Forws wfuty grr addr fi 12 off i S afafa @ saar &
SUTSH ST NT AEHHI-THIToIT AN ATeT 59 T G GATSIT HT ATThha’ HT GHAT TEl FQ & M
9 AT HTAT;

AT, AT TEHATHR HATEHIL A1 A [ATst FHATT FT AT T 90T F A7 AgTas =7 9 Faast
afata &t Ferer 7 agaq gar sfie FrerRer # &F srafer gt aaese are fit sT-a|ta 39 a7
FTF HATST Algd THT AT B9 GITH G I FEEare 7 T H3(T;

AT, I IT-AATT T ATEASAAF TIATAT F AT F I A2 g2 909 & Bf[agrarsr ar
fEaaTe=nt =1 Ra g JT0S F J99 | qEIF 2T THGd e A7 AqqL AT f=7m 4,

3, 36 ST-AfAfE 7 77 o gers Jae i o T F T, S5 R g S ¥ gy
# o=t R ardie 28 &Y, 2024 Fr w&ga i, Srwd s F1at F qrI-ae Figr 14w 9r fF =qrew swfgw
7, 30 oo g "3 3 fRffsion, R ar R f sftsfa s sravas § =i @ aaaat F
gS g9 & forg i Rifaadi siferer 781 &;

AT, ITH IT-ATHIS T 3TH TATE TT AT THRATHRT TATEHTE d1S gTLT [@=1L 3697 797 ¥ 98 3
SU-ATHTT T 3T FHRTY F G980 ga;
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AT, ATTT THATHRT TATEHIL ATS il BT F AT UL, Feald LR 9q2 2 & 30 7 /e
ST & forw 3% srater & fEfRwtr, s a7 @aeor #r afaated #9971 SAiad J§ Sa9T i gHi=i 2|

qA:, A, ST T THTET GraAT Are==a7, 1940 (1940 F1 23) F¥ G417 26F 1T Ta< IT<hal FT
AT Fd B0, Featd LRI, T F34 & (o0 SAT2d H ATq9TF AL FH=A T 39 F GG 26T, TG0 999
ST F forT weeer + s siftgsr F Ruw g Jse & fRfRwion, Beer ar faor 1 aome e |
Aforg w7t 21

[FT. . X11035!53f2014§:l'ﬂ'=|ﬁ=:|3ﬁ ~ 1]
g4 HIT, <6 =T

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3076(E).— whereas, the Central Government 1s 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 1s 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 i1s 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.- I1T)]
HARSH MANGLA, Jt. Secy.
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SrfergET
7% fawelt, 11 57, 2026

F1.3M. 3077(H).— Feii7 aewe 7q2 2 & e + fafaw € + gde & fow gos a9
AT T ITTNT AT 6 [0 STITEH 3T FT qHdT 8, ST 3 AT F LI (ahed ITAH &,

A, 29 Fux g garee & v fForas afata g advear w3 #1 [t o w1 o7 & R
AT THATHRT TATZHIL qATS F AHE TET T TFal 2,

3T, 37 qTH FT F9 2021 § vF Forasy afEty grer o i 72 off 7 < iR 7 qaEr &
SYSE T AT TEHHI-GHITEIT AT ATeq T6 U GH GAISIT Y TTHhAT T YU Tal FLQ gl TqH
afafer, il 7 ag o Mie fBar & sare f ofone sik R =25 B @ § o) 3@ sarfee
HIT,

AT, AT TN HATEHIL a1 A [Arast Fiata it e it ad&T # A dgias =7 9 Faast
afata Fit T 7 9gaq gar sfie FrarRer # &F srafe gt aaese ars it sq-auta 39 9w
FITF HATST Algd THT AATIHa 97 LT FATSAT I [9eaTe 7 TLHAT HIAT;

AT, I IT-AMHTT T AT AF FIATAT F qT99 F Ioh A2 g0 g9 & BFf[agrars 4T
FEaaTTai &I 9% g2 G0 F 999 § F21% 227 Ieqq e &1 Jq9< |41 =47 47;

3, 36 ST-AfRTE T 77 o gers S i o wE F T, S5 R g S & gey
7 o=t R ardie 28 fREeT, 2024 Fr wega i, Srwd s q1at F qra-aner Fgr 14w 9r & =qaw e
7, T R gu @91 & Ao, s gt Racr s aiastaa s smaeas g =it 5 gt & R
s G4 & forg FE Rifachiy it 76 §;

AT, I ST-ATHTT I 3H LTS I ATTTE ThA TR TATZHIL A5 12T [F=1¢ 3697 737 A 98 395
SU-ATHTT FT 3T FETRY 7 980T g,

AT, ATTTE TEhATehl TAATGHTL ATS i TARILIAT *F AT I, Feald LHC 94 g (6 a9 § 7AA
ST & foro 3<% srafer 3 AR, @ o Fawor wr afastas w7 @tz § sraeas 6w adi== 2

qA:, A, AT AT THTE GTHUT ATe=7T, 1940 (1940 FT1 23) F¥ &TIT 26F FTLT Ta< IT<hAT FT
AT F2d U, Fvald AL, g FIA & [0 SAd{gd H ATF9TFH AL FHHA 24 F A 36, TAgT {44
3T F form uenaw + Rafae € + g&da F o goe 57 F fAfawiorn, @ ar Baor i aomme game
7 Aoz 7t 2

[T. 7. X.11035/53/2014-FT0=rg (9T~ 111)]

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 1s 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 1s 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.- IIT)]
HARSH MANGLA, Jt. Secy.

Ffeg==T
7% fawelt, 11 57, 2026

1.3, 3078(3N).— F=1a FHT Hq¥ 2 I STFATIFA TR + dqffeme + FAadifAaw aaree
F U7 T "I ATTe T STIRT /AT & (0 ST IeTH FT Thal g, Aot 3h AT & qIrerd
faeT 3UT=y 2;

AT, =9 Fuax g garee i v fForas afata g afvear w3 #1 [t o w3 o7 $i R
ATTTEr FFATHT AATZHIL ATS & THE TET ST TFhal 2;

3T, =9 wTHS F AT 2021 § v Fows afafa grer afar i w2 off ¢ o< qffe & sarr &
STEATEAATATET | TH ARPATH TH-Frefiiors wrafafer (tf-smenfRs) § ik @@ 72 Rt aiaasdt
frfreraT 7or oft €1 T iR s el o= dd-seiaieie weie & o e st sdta 781 gar
g afafa 7 o7 +f v & Suersy et A agwdi-ahifera amfaes o 5o Rux g g & arfhear
T AT A1 FLA & N I AAThSD /AT,

AT, AT THATRT FATgH a1 A Fast Ffafa it Rare Fit ader #i1 07 agitas =7 9 @Fous
atafa #it Frerier 7 ggaq gar sfix FrerRer 1 &F srafer gArht aegsre a6 fit sy-auta =9 =92
GITF GATST Algd THT AT I GITF GIIS1 i FEEaTe 7 980T H33(;

AT, I IT-AHIG 7 HTASAAE GAATA F AT F Ih I gL 9906 & [AfEgiarar a7
FEaaTe=t FT RIT G0 TS % Ja9 | qeih ST Teqd Fied A J79< 91 7337 97,

3, 3% ST-Afafa 7 =3 Ruw g dae f 78T 729 F T, S R guE g9 F g6y
# Ia=t RoaE ardie 28 fREeT, 2024 Fr w&ga i, SrwH o= q1at F -9 Fg7 71947 97 6 =70 swfga
#, 39 FRa gus dae & fafasior, fawa a1 faawer st yfaafaa w@T srasass g Fifa 37 994t & o1
s g3 & g A8 RfEca sifeer 78 8;
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AT, 3T ST-ATHTT I 3H TS IT ATTTE THRATHR TATZHIL qTS 12T [&F=1¢ 697 737 7 98 395
SU-ATHTT T 3T AHTY F 986 g,

AT, ATTTE Tl TAATGHTL ATS i ARITLAT F AT I, Fealq GLH 942 g (6 a9 § 799
ST & foro 3<% srafer 3 AR, @ o Fawor wr afastas w7 @tz § sraeas 6w adi== 2

qA:, A, AT AT THTE GTHUT ATe=7T, 1940 (1940 FT1 23) F¥ &TIT 26F FTLT Ta< IT<hAT FT
AT F2d U, Fvald AL, g FIA & [0 SId{gd H ATF9TH AT FHHT 24 F A 3, TAgT {44
ST F o ergaTsaETE + faftere + FediRas smrse F Fuw gos g9 # @R, B
a7 fFaor F1 o g9t ¥ [Afvg w74 2

[FT. 7. X.11035/53/2014-FT0sergei(smT.- 111)]

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3078(E).— whereas, the Central Government 1s 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, 1t 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 1s 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 1s 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.- I1I)]
HARSH MANGLA, Jt. Secy.
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SrfergET
7% fawelt, 11 57, 2026

1.3, 3079(3N).— F=7 77 9q¢ ¢ & Gqffemie + o F v g dars arafer #7
YT AT & 1T FTEH ITTH FT qHdT g, T 3h AT F GIed [dHed 3T 2,

AT, 29 Fux g Faree & v fForas afeta g 9T w3 #°1 [t o w3 o7 & R
Arafer TRATEr AATZFT A1 F THE T JT TFaAT 2;

MY, = AT A 9 2021 F v Forasy afata gy oftear i w2 ff i sw afafa F s &
YA T AT AgHAT-qHI TSI ATTAS qTeT 6 U G GA Fi qTfehapat T G0YT 981 4 ¢ M
TH AqTIhd HTAT;

AT, AT TR FATgHh a1 o fForast afafa i fare Fit adier #1 07 dgitas =7 7 s
Atata &t Ferer 7 agaq gar ofiv FrarRer 1 &F srater gt aareEs ae it s9-auta 39 97
GTF GATST Algd THT AT 97T GITh G i FHEaTe H T H(;

AT, I IT-AHIG 7 HqTASAAH GAATAT 5 HIETH F Ioh AT gLra q706 & [AfEearar ar
FRaam=t FT I G0 G0 F Ja9 | qerh 27T T5qd Fed 61 d79< 97 =237 97,

3, 3% IU-AfAfE T v gers @ £ T F39 F 74T, S U guE g9 & g9y §
Aot ROE ardie 28 fREax, 2024 Y v $, o 3= I1at & qry-91e F7T 747 97 & A1qw sfed
#, 30 Rax g g9 * fAfawtor, fwr ar Rawr s sfdfea s srasas ¢ w9t 3 aaat & R
gIF A & g wr Rifacfir iR i &

AT, I IT-ATHTT T 3 RIS 92 Arafer TRl FATZR1L a5 120 &= 337 7397 6% 98 35
SU-ATHTT FT 3T FETRY 7 980T g,

AT, ATTE T Tehl TATEHTE qTS il FAEITAT F AT 9T, Fea 1T G4 94 g (6 390 § 7
3T & form 3<% srater & EfRwtor, e a1 fBaer 1 afadtaa s swtEa § sraeas o7 qe=i 2|

A, A, AT 3T JaTe=T AraUT Ata=aw, 1940 (1940 F1 23) Ff 91T 26%F FTT Ta< T<hAT FT
TART FTd U, Fvald HLHIL, T FIA & (10 SIA{ed H ATFYTF AL FHAA g | AT 267, TAgl 7T
ST F o dofferie + s & fuw g g9 F Bt B a1 GFaor 1 aore gama |
fafirg T 21

[®T. /. X.11035/53/2014-ST0HFLHT(ATT.- 111)]
g4 W, < A=

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 1s 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 1s 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.

stferg=mT
7% fEeelt, 11 57, 2026

F1.31. 3080(3).— FarT AT 9q 2 FF Reraermrse + wiffaw fAfetae F Fow goe g1
AT T ITTNT AIAAT % [0 STTEH ITH FT THAT 8, ST 3 AT F Fed fEheT 3T 2,

A, 29 U e |91 it v fAerst atata g oier #3 F 1 A o w3 o7 &6 R
AT TFATRT TATZHIL A1S o THE T AT THhal 2;

3T, T g i AT 2021 § v Forws afafy gy ahar i 72 oft o o afafl A swrar &
T 2 ey F forg Oy S} siadigi A Sy RerR3er siffgy fAwiehite & saamr § R
el HLd gl ST AATA 7 Tg WI gl [ STASH ST T AghH-AH BT AR HIET T (4 G GG
T ATThadT T AT Tal HLd g AT 9 AT HIAT;

AT, Arafer aFATHR FATER 92 1 =Foas afaty £ e Fr adrer £ 57 dgifes =0 Faus
atata it Frerfer 7 Tgaa gar e Frarfer #1 fF srafer et aarge a1 i 37-99 gt 79 Fow
FITF HATST Algd THT AT I G G191 i FEEare 7 984T F:33(;

AT, I IT-AHIG 7 ATASAAH GAATA F HIETH F 36 I gara 506 & [AfEgarar ar
FRaaTe=t FT BIT GI0F TS & Ja9 | qeih 2T Teqd Fied A J79< 91 7337 97,

37, 3% Su-Atafa 7 v gerd @9 1 7897 F99 F TATq, 93 R gE g9 & g9y §
Ao+t R arite 28 fadex, 2024 Y T&ga #i, o =7 a1 & qr9-91e F3T 747 97 & A9+ SHfed
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7, 70 R gas @3 & fafAain, s a1 far & wftstea s sraas § =i o gagat F R
gOF o & forg g FRifdefa it 7 &;

AT, ITH IT-ATHIT T 3T TS TT AT THRATHT AATEHIE d18 gTT @A=L 5697 737 A< 98 35
SU-AiHTa T I My & 986 ga;

AT, AT THFATHT TATZHTL ATS i AR F AT 9T, Feald LR 942 & % 390 § a9
YA & T 3<% Arater % fAfawton, @ a1 Far #r gfaatea #7371 sAiga § AF9T+ A 9= 2|

qq:, AT, AT 0 TATL= AraAT AT =TH, 1940 (1940 F1 23) Fit €17 26%F FTT o< IT<hat F7
TANT F2d g0, Feald AR, g FId & (0 A d | ATG9TF AL THIA T 39 F TG 26T, TAgl 999
ST forg RaraereiTee + wifdas fsstiae F o ges w3 R, S ar Baeor i aeme
goTa & Afg 7t 2

[®T. &. X.11035/53/2014-T0FRTHT (AT 111)]
Y "I, §<h 9=

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 1s 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 26 A of the Drugs and Cosmetics Act, 1940
(23 of 1940), the Central Government, being satisfied that it i1s 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.- I1I)]
HARSH MANGLA, Jt. Secy.

CIEE e
T faw=T, 11 99, 2026
F1.3M. 3081(37).— F=7 a7 9q¢ 2 & uafEafee + st + Afdes e e
+ Fufenafeess F Ruw g g4 Arafer 1 37T /9t & oo Sifew 3o 3 9%6ar g, J9t+ 39
Arofer F qefera AT Suerey §;

AT, T AT TRET F T HATAT F T F TAT, 30 F47 GO F4064 6l vF Foas
afafa grr ot F79 F71 i o w3 o1 @ e srofe gt aaEsT a1 F a9y @ ST 9659’

T;

AT, =6 "R it a9 2021 ® v Forws afuty g aftar £ 1€ o & o afafw saar fF
FHRIRISTEATRT €7 § Furafs, rnfEafafte st aafmaftey & awadi st # 1 #i 3w A
qTEq 75! gl I8 SIS AT (a1 fRemReen & srqa 7gi g afafa 7 98 9 wgr & Suasw Ser ik
AEHAT-H o AT QIET 6 (O G TSI I AThendT T GHUT Tl HLQ g A 36 AqTHH AT,

AT, AT TEFALhT FATgH a1 A fA9rast g it fare i ader #i1 07 agitas =77 @aus
afafa #it Ferier 7 agaq gar s Frarer £ & arafe gt aaesr ae it 3q-auia 29 a7
FTF GATST Algd THT AT 97 G G i FEEaTE 7 94T H3(;

{7, 3 IT-AME T AESEE =T F AT 7 S U g g9 § Rffwtarer ar
fRaaTTal F R U« 99 F 9o § Gl ST Tl FLA 7 a9 o fAr om;

AT, 3 ST-ATHTT 7 T I Jre i 9T F:39 % TATq, I 4T GIF G799 & qae J
ot e arie 28 fRFE, 2024 Fr geqa 1, SHH =7 FTat F ATF-AT F27 T4 97 F e W
#, 30 Ra gus daie & fafawtor, s a1 f[awr st yfadfaa wET srasas g Fifa 9 q9al & oI
gaF G & g #irg, Rty st 781 8,

AT, I ST-ATHTT T 3 RIS I ATTTE THFATRT TATZHIL A5 12T [&H=12 =397 797 7 98 35
Su-giAta #t 3 My & 9gqq ga;

AT, ATTTE T Thl TAATEHTL ATS hl TABRITLAT F AT 9T, Fwealq GLH 942 g (6 a9 § 7Aa
ST & forw 3% sater & fEfRwtor, e a7 @aeor #1 afaatead #3371 Saigd & 9T i gu=i 2|

A, A, ATTTE ST TATET ATHAT ATHTT, 1940 (1940 FT 23) it &TIT 267 FTLT Ta< OThdT FT
AT Fd g0, Featd AR, T2 FI4 & (o0 Sz H ATG9TF AL AHIA A 39 F TqE 267, TA<T 4194
s & o waifEafafes + et + s ote aRe + aafeamafess F fow gos 9o
F fAfAwtor, e a7 fEaor 1 aere a9 T [Afvg #2491 2

[FT. 7. X.11035/53/2014-F 0w = (AT~ 111)]
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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 Ameoxicillin + 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 1s 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 26 A of the Drugs and Cosmetics Act, 1940
(23 of 1940), the Central Government, being satisfied that it i1s 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.

srferg=eT
7% fEeelt, 11 57, 2026

.31, 3082(31).— =i+, F=7 avF g2 ¢ & Jwgiad + Naqfae F Buaw ges gIe+
ArTTer T ITTRT AT & A0 SR ITqT FT qAFAT 2, A1 36 AT F I fAweT 3T &;

AT, T A THAT F T §A1AT F T8 & TATq, 39 B9 g g4 6 uF Fous
afafa gmr 9T F7= F1 [ A mar ar @7 RO sate g aerewT 91 F a9 @ A
qTHAT 25

AT, = AT H 9 2021 H UF f@Foras afafa gy wher £ 7€ off i % afafa 7 qamr f*
GOF ATATIT & G § ABTSIAAT & T NAA AT F GIISIT il THIOMT FLA F [T g GIATDIHIEA ST
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2T IUSASY TG} gl TaArare F gErs Muiia FT & g wrAtdrwrgn{es STeaae T T raegshar g A%
adaT gifeafaat & afafy & Rrerfer 75 6,

ST, ATTer AT AATZHIT A1 7 (FATs qHATT i O Fit a7e7 it 7 dgias =7 9 Foaus
atafa Fir Ferier 7 ggaq gar $fie FrerRer i &F arafer gt aaesr a9 it 37-aHia =a9 a2
GTH AT HAigd THT AT FIT GLTF G101 [Eeqre 7 TLreAT Fi;

AT, Ih IT-AHIG 7 ATASAAH GAATA F HIETH F Ih I gard 9906 & [AfEgarar a7
FEaaTeat FT BRI GI1F TS & Ja9 | qeiHh ST Teqd e 6 J79< 91 7337 9T,

3, 39 IT-Atafy T R g /e £ AT F29 F 7T, 9% U guE 946 & a9y |
FaT R ardie 28 fRE«T, 2024 Fr w&ga Sit, Oraw =7 FTaT & AII-|1 gl 147 97 & =AT9+ SAiga
¥, 70 Rux g "3 ¥ Rffwto, e ar Rawr F yiestaa s sraas 8 =i o smaat & R
S G4 & forg F1E Rifachy it 78 §;

AT, I IT-ATHIS T 3T TS TT AT THRATHT TATEHIE d18 ZTT [A=1L T3697 797 A< 98 375
Su-giafa &t 3 My & 986 g,

AT, ATTTE TRl TATZHTE ATS il FAEITAT F AL 9T, Fea1T G 9q¢ g & 39 § 7
ST F forT 3<% sArater & fAfaator, @ a7 e 1 gfadtaa #3A7 sated § G977 qui=i 2|

qA:, A, ST T TATE FTaEAT ATe=a7, 1940 (1940 F1 23) F¥ 41T 26F 1T Ta< IT<haT FT
AT F2d 20, Feald AR, g FIA & (o0 A2 d | ATG9TF AL THIA T g9 F TG 26T, TAgl 999
ST & forr Jergifae + Maafae F fuw gos garw F @Afawtor, B a1 Gawr #acve ga=m 3
At w7t 21

[T. &. X.11035/53/2014-FT0HFTH (AT 111)]

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, 1t 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 1s 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 1s 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.- I1I)]
HARSH MANGLA, Jt. Secy.

Ffeg==T
% faeeft, 11 59, 2026

FT.3M. 3083(3).— F=T TLHT 74T & [ ARUFATEH + qUieqnieesw F Fuw goms qae=
AT T ITTNT ATAAT 6 (A0 STTTEAH 3T FiL TR 1 g, ST 3 AT 6 L& (ahed 3T &,

AT, TS AT TRATE FEIT0 FATAT & TR F THT, 30 £ GO 9909 Hif UF st
afafa grer afer F9 F71 i o w1 o i e srofer g aaEET 9IS F 9 TE@r AT 960
H

AT, T AT & A 2021 § v Ferws afufy gy e i 72 oft i o afafy & 9 &
FATRISTIATRT 7 & ANTES, AEOFATIH AT URANTEST F auadt STINT FT FHig, 319 AQ1HF
TS ol gl Ig G AT R ta RefREet & o 7 g1 aiafa 7 g o wgr i+ Suasy v s}
qgal-ad e TS are 3o o g Sare ) qridaar ST awdT TE wed § i< T8 AT AT,

ST, SATTTEr AT AATZHIT A1 7 (FATT AATT it AT F 9727 it 7 Agitas =7 9 Foaas
atata it T 7 agua gar o7 et Fit 7 srafer aaAtht aargahe a1 & ST-AHid 26 797
T AT Higd FAHT AT (£IT G SATSAAT 0l [FeaTe F TLEAT F;

AT, I IT-AATT T ATEASAAE TFATAT F T F I a2 g 9091 & BAfawrarsr ar
FEaaTht T P97 GETh FATSH F J4 | TE16 ST TE L 1 FaqL AT f=24m 9m;

3, 39 SU-Atafa 7 R g @ £ AT F29 F 7T, 9% U gusE 996 & a9y |
Ao+t RArE ardte 28 fadex, 2024 Y Jga #it, Sora# =7 a1at & qr9-a1 FT 747 97 & A9+ SHfga
¥, 79 FRux g e & Rf[wtr, g ar e ) fesfaa s smaeas g w9t @ sagat & R
G G & (AT Hirg (AT 1 shf=rer 721 &;

AT, 3T IT-ATHTT T 3 IS 9T ATTTE THRATHR TATZSHIL qTs 12T [&H=12 3697 737 97 98 35
Su-AiAta #t 3 My & 9gqq ga;

AT, ATATE TEhAThl TATZHTE qTS il FAEITAT F AT 9T, Fea1T G4 9q¢ g % 39 § 7
ST & forT 3<% strater F EfAwtor, Ee a7 B 1 aadataa s st § sa97% 37 =i 2

(3 scanned with OKEN Scanner



26 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II-—SEC. 3(11)]

A, A, AT 3T JaTe=T AraUT Ata=aw, 1940 (1940 F1 23) Ff 91T 26%F FTT Ta< T<hAT FT
AT F2d g0, Feald AR, g FIA & (o0 A2 d | ATG9TF AL THA T 39 F FqE 267, TAg<l g9
ST F o STy + Jufeaaftedw ¥ fFuw ger wew & fAfAwtor, e a1 G 1 q=ma
gTa 7 Afvg 7T 2

[FT. &. X.11035/53/2014-FT0s=rg (9.~ 111)]
29 HIET, §YF ara

NOTIFICATION
New Delhi, the 11th June, 2026

S.0. 3083(E).— whereas, the Central Government 1s 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-Commuttee;

And whereas, on the basis of the recommendations of the Drugs Technical Advisory Board, the Central
Government being satisfied that it 1s 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 26 A 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.- I1I)]
HARSH MANGLA, Jt. Secy.
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