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@y A} IRE FT {
(e S afRET wemor D)

st
T2 faeeft, 10 /74, 2016

FLAT. 705(37).—F=1T TR T Ig FATEE 21 747 & o wfeeas + e +
@IS T AT g S S F AR ¥ A Sfad F @a<T g i §9rEdT 8, Sarh 39
STaTer o I SAFhed ST g,

Y =8 fawT &t Feg a3 AgEa Eaws afmfa grr = & 1 3 s 39 e
afafa 7 FeT avR F7 a8 [Awrier fy 8 FF S9a sfiwfa % e § g 9w wAw g ogeer @
Rt sl 72l &

T 3o TAarost AT 7 FTeart & e u ey qLh w0 T2 FHE 2r A g & q
IFF OIS F AT 3TN & foru feerard fafawior, e s Ao =1 wfafug w6 g s =
AT H SALTF AT FHAA

qdq:, o, Frald TR, Iad f@Fows afafay & e F v uw 7 st siw ya =
AT srfefaas, 1940 (1940 FT 23) T M7 26F T T&cd ARl FH TN FLd g0, TrAaarhas +
YR + @IS 6 Faq geres A sfiuter F7 q19a ITART & forg Gerarer &faato, G
S farawor qerrer woTa & gfafog w2

[T, &, TF-11035/53/2014-S0rE]
F& AT AT, HYFT A=

1207 GI/2016 H
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 705(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Aceclofenac + Paracetamol + Rabeprazole is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Aceclofenac + Paracetamol + Rabeprazole with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% fawet, 10 /T4, 2016

FHLAT. 706(3).—F= 19 HLHL FT A AL 2l A7 2 [+ RAegarse + seaeas o [ gas
TSI ST F YT & AT SHad &l Ga<l g il 91T g, STaih Sad SHufer & e Aaed ITsy

g
ST =z foroer it e weawre g e e |t grer o= o 1 8 s 3 e wfafa a
FealT gL 7 g i 1 g 5 3o siwtey F aw § =ag gy = g G e wr e st
GRS
3l 3ea farerosr ||t it FARTeert & srae 9% Fex i G 1 Tg FHIETT g1 TAT ¢ 1o 397 § I

e & AE ITART & forw fasrarer et G siw fBawor @ wfafug w0 Bt s aeea o
AT AT THIAM g,

qq:, T, FralT TR, I Terast qiufa fr Rrerfer F swem v i siwfer sfiv goma« arft
aferf=m, 1940 (1940 #7 23) FT 4TRT 267 FIRT Y& ARRAT FT TR Fd g0, MATETEE + STEaelha®
#r o gare G Suty #7 7a 39 & fow Gerarsd e, B sie B aoe gam= &
gfafug el g |

[T, &. TF-11035/53/2014-F e ]
e AT 9THT, §IFT qioa

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 706(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Nimesulide + Diclofenac is likely to involve risk to human beings whereas safer alternatives
to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;
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And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Nimesulide + Diclofenac with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
7% faeet, 10 /T4, 2016

1.3, 707(H).—F= 1T TLHTL AT g THTE 21 747 ¢ T Foegerge + Rfesw + b it R
GIIF GATSA ST F TIRT & AT ST Hl AL 21 il TATAAT &, STaTeh I SIITEr F LT Ao
ITASH G,

sie =z foroer it et weare g e freros |faf g = o 12 8 s 3 e wfafa a
FealT g 7 g i 1 g 5 3o sty F aw § =ag gy = g O e wr e siter
GRS

3l 3ea farerosr afefa T FARTeert & e 9% Fex i TR T T FHIETT g1 TAT ¢ 1o <97 § I
Srafer % ATE 3T & forg Gt fAfawton, G i fFaer i yfaftg we GRat w@r awRa &
ATTLTF AT THIAM g,

qA:, A, Feald TLHIL, IFq A0 FATT A FEETieert F sreme 9% &7 sfiufer 3T yqree qaunR’
Frfafaw, 1940 (1940 7 23) FT 8T 26%F FRT Tacd AT 1 TART Fd gu, Haegearse + Rifdsw +
A it T g FASE Sty #7 qa 3TART & o fAware ffamin, Gee st B Jore g
q gfafug T 2 |

[T, &. TF-11035/53/2014-F e i)
e ATA 9THT, §IFT qioa

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 707(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Nimesulide + Cetirizine + Caffeine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Nimesulide + Cetirizine + Caffeine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
7% feeett, 10 w74, 2016

1.3, 708(3).—Fe=1T TLRTT T g TATLTT 21 77 2 3 fAegerse + smiRersd i g go
TSI OTEr % YT | AT S{a 7 @Al e ol ST &, STaieh 3% ST o T SAqaheT ITase
G

S zw fam it e g g g fEoras afata g st= & 72 2 i 39 s afafa q
Fear gehe 7 g et 1 g 06 S shwfer & ane § g5 oy v 8 5 gaewr e ey st
TE €

A I fareresr afafa i FRTeert & e 9% Feald Tt T Ag THTET g1 147 8 F <o ° 3o
sirfer % ATe 39T & forw fasraret fAfawtor, R siv fAaer i afafig w0 ffRatma s R &
AFLTF AT qHIAM ¢,

qq:, A, Frald AR, IFq fAorwsy afufa i e & srame 97 sfiw siwfer i g arEh
SfafaaH, 1940 (1940 1 23) HT g7 26 FT Tacd AT FT TN F2d g0, FAAegase + eafRes
#ir T g GFeH Wt F7 7 ST & fow e @i, B oiw @A oo 9@ &
giaftg Fdl g |

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT AT, TIFT =

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 708(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Nimesulide + Tizanidine is likely to involve risk to human beings whereas safer alternatives
to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Nimesulide + Tizanidine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
s faoett, 10 7T, 2016

FT.3. 709(37).—Fwa T TLHIT AT TZ THIET 21 47 & T qaierme + Rifdsm + b i o
GIF AT TS F TART H GG ST Fl AT g1 ol TATAAT &, ST ST SATTer o e e
ITASH G,

3 zo Ao it e aeR g e fErers afata g ot i 7 2 7 sea Bews afata a
FealT g 7 g e 1 g 5 3o sty F aw § =g gy = g O e wr S st
GES
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A I fareresr afata it FRTert & e 9% Feald TChTT T Tg THTET g1 147 8 FoF <o o 3o
sirfer % AT 3T % forw fasraret fAfawtor, R siv fAaer i afafrg w0 ffRatha @ R &
AFLTF AT GHIAM ¢,

A, A, Frald AR, IFq faorwsy afufa i et & sram 97 sfiw siwfer i s arEh
arfarfaTm, 1940 (1940 F7 23) FT 9T 26F FT Tacd ARRAT FT TAW F2d gU, Jafteme + Rfesw +
FhI FT T gar qS Suid F7 §9a START 6 forw fewrare afaat, B sfiw Bawer aeee g9
o gfafug Fdr g |

[FT. . T-11035/53/2014-FT0herreft]
F& AT 9THT, TIFT F=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 709(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Cetirizine + Caffeine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Paracetamol + Cetirizine + Caffeine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
% faeet, 10 /T4, 2016

FT.3. 710(37).—Fva T TLHT T Tg THTIT & TAT & 1o STEFAThAS + SHTSIA + FATSIFaTSIT
T = g FATSIA SOer & TART F AT S{ad wl GALT g il TATAAT 8, STateh 3%a Ardier & qarerd
AT 3T ¢,

ST =z foroer it e weare g e e afafa greo o= 6 12 8 s 3 e wfafa a
FealT g 7 g e 1 g 5 3o sty F aw § =g gy = g 6 geewr wr Sheeh st
GES

Sl 3ea fererosr ||t T FARTeert e 9% Fex i TR T T FHTETT g1 AT ¢ 1o <97 § I

Arafer o 7E ITART & forw A fafawtor, G siw fBawor @ wfafug w0 Bt s aeea o
AT9TF 3T AHHIT

qq:, T, Fra T TR, I Terast qiufa i Rrerfer F sweme v i siufer sfiv gomae arft
srterfeard, 1940 (1940 FT 23) T g7 26F T Y& ATHAT FT TN Fd gU, STSFATRAT + SHTEI +
FASIEATSIA 0 [H3q g G405 fuer &1 ¥ ITANT & forw s fGfamiorn, fowe siw g
TR T | THATg Fdl g |

[T 5. TF-11035/53/2014- S0
F& AT STHT, HYFT A=
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NOTIFICATION
New Delhi, 10th March, 2016

S.0. 710(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Diclofenac + Tramadol + Chlorzoxazone is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Diclofenac + Tramadol + Chlorzoxazone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
¢ faeett, 10 7T, 2016

A, 711(3).—Fv= T TR FT T THILTE a7 747 & T ergaamreT + dffeme + safRes
it R g TS Sfuer 3 YN § A S{iaq &l GaT gid il SH1EdT §, Stafh 39d Siurer & qierd
AT 3T

3 =w fam it e g g g fEeras afata g o= & 72 8 o7 39 s afafa a
Fear gehe 1 g et 1 g 06 S siwfer & ane ¥ a5 arar o 8 & gaewr e =iy st
T €

A I fareresr afata i FwTiert & e 9¥ Feald TRt T Tg THTET a7 147 8 F <o ° 3o
sirfer % ATa 39T & forw fasraret fAfawtor, R siv fAaer i afafog w0 ffRatma @ R &
ATFLTF AT GHIAM ¢,

qq:, A, Frald AR, IFq fAorwsy afufa i et & srame 97 sfiw siwfer i g arh
arferfaam, 1940 (1940 T 23) FT 9T 26F FIT Y& ARRAT FHT TINT Fd gU, TTEFAHTE + Gfenie
+ SRS & A g w71 sfrafer &1 /e 37 F for fsrars fAfawto, R siv e e
T9TE | IiafEg Far g |

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT 9THT, TIFT F=a

NOTIFICATION
New Delhi, 10th March, 2016

S.0. 711(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Dicyclomine + Paracetamol + Domperidone is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;
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Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Dicyclomine + Paracetamol + Domperidone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
7% fawet, 10 /T4, 2016

AT, 7T12(H).—Fwx1F TR FT T2 FAE 21 747 2 T Riegargs + waffemne gadig 2aae
Fr AT g TS Sfuer 3 YT & WA Saq &l GaeT gid il S91adT g, et 3o Siuter o qrerd
AT ITAH E;

e =z foroer it e weare g e e |fafa greo sti= 6 1 8 s 3 e wfafa a
FealT gL 7 g i 1 g 5 3o siwtey F aw § =ag gy = g 6 geewr wr Sheeh st
T €

3l 3eq farerosr afeta T FARTeert & e 9% Fex i TR T T FHETT g1 TAT ¢ 1o 397 § I

Arafer & A ITART F forw o fafawtor, G v fBawor @ wfafug w0 Bt s aeea o
AT9TF ST AHHIT

A, A, Feald TLHIT, IFq A0 FATT AT TS F e 92 {7 sfiufer 3T e annRt
Frfafaw, 1940 (1940 T 23) F 8T 26% FT T&cd AThAT & TIN Fed g0, Maegerse + Iafterie
A TqE 1 [T Gk SAS SA0e 7 qa 3TANT o forg faeranet fafqwir, feg s A aonme
TATT | FTA TG Fadl g |

[T, &. TF-11035/53/2014-F e i)
e ATA ITHT, §IFT qioa

NOTIFICATION
New Delhi, 10th March, 2016

S.0. 712(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Nimesulide + Paracetamol dispersible tablets is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Nimesulide + Paracetamol dispersible tablets with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
¢ faeett, 10 7T, 2016

1AM, 713(3N).—F5 1T TLHTT FT A THTYTT 27 747 2 {3 JxrfRereer + ek + S £
T gRT HAS SO o TANT F {14 A &l @<l gid sl HH1EdT 5, St SFaq sraier = gierd
AT 3T ¢,

S =9 T it e FaTe gy e [Eeras aifa gy ST= 6l T g ST 3% (Saws ||t o
Fear T geRe 7 g et 1 g 6 S shwfer F ane § g5 arar v 8 & zaewr e HiEFEahy st
TE €

A I fareresr afafa i FRTeert & e 9% Feald Tt T Ag THTET g1 147 8 F <o ° 3o
sirfer % ATe 39T & forw faskaret fAfawtor, e siv fAaer i yfafig w0 ffRatma s R &
AFLTF AT qHIAM ¢,

qq:, A, Frald AR, IFq fAorwsy afufa i e & srame 97 sfiw siwfer i g arEh
arfarfaTm, 1940 (1940 =T 23) #¥ 9T 267 1T Y& SIRFAT T TINT F2d gU, If¥erine + fhargeashia +
FhI FT 3T gar G SuTd F7 §19a STANT 6 forg feerare Ffaat, B siv Bawr aaee g9
o gfafug Fdr g |

[FT. . T-11035/53/2014- 0]
F& AT &THT, TIFT F=

NOTIFICATION
New Delhi, 10th March, 2016

S.0. 713(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Phenylephrine + Caffeine is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Paracetamol + Phenylephrine + Caffeine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
2 fawett, 10 7T, 2016

T3, 714(3).—Fra 1T TLHL T Tg TATTE I 797 & T STEarhas® + At + dxuf¥eme i
AT g S SOt & YT & 99 S(iad dl @a¥T gid il S6TadT §, STaih I9d Siurer & qeierd
AT ITAH &,

3 =9 A it e aeRe g e fErersr afat g st i 7 2 7 s Rews afata
FealT g 7 98 i 1 g 5 3o sty F aw § =g gy = g O geewr wr Fheeh siter
GES



[ 9T IT—BvE 3(ii) ] WA T SIS @ STHINOT 9

A I fareresr afata it FRRTiert & e 9% Feald TChTT T Tg THTET a7 147 8 F <o ° 3o
sirfer % AT 3T % forw fasraret fAfawtor, R siv fAaer i afafig w0 ffRatha @ R &
AFLTF AT qHIAM ¢,

qq:, A, Frald AR, IFq fAorwsy afufa i e & sram 97 sfiw siwfer iy arEh
arferfaare, 1940 (1940 FT 23) T g 26F T Y& ARHAT FT AN Fd g, STTFATHTH + SHTEIT +
ForfReme £ g gas @aee siufdr 1 7aa IR & forg s f@fawmtorn, G siv Baor qome
T | IiafEg Far g |

[FT. . T-11035/53/2014-FT0hergeft]
F& AT 9THT, T F=

NOTIFICATION
New Delhi, 10th March, 2016

S.0. 714(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Diclofenac + Tramadol + Paracetamol is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Diclofenac + Tramadol + Paracetamol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
% faeet, 10 /T4, 2016

FLA. 715(H).—F=T TFRE 1 Tg FHEME gl AT 2 [ STgadihasd + e +
FATFATSIIA + HHITESTEA il [Fd GO HATSIT AT o AN F A SHA 0 Ga<T g il TH1ET 8,
STafeh S SOTer % LT ST Iy 2,

e =z foroer it e wear g e fareros |fafa greo o= o 12 8 s 3 e wfafa a
FealT g 7 g i 1 g 5 3o sty F aw § =g gy = g O e wr S st
GES

Sl 3ea fererosr ||t T FARTeert = e 9% Fex i TR T T FHIETT g1 TAT ¢ 1o <97 § I

Arafer o AE ITART F forw o et G siw fBawor s wfafug w0 Bt s aeea o
AT9TF ST AHHIT

qq:, o, Fra T TR, I Terast qiufa fr Rrerfer F swem uw i siwfer sfiv gomae arft
srterfeae, 1940 (1940 FT 23) it &I 26% FRT Tacd ATHAT T TART FXd g, SRS + Faitemie
+ FAISIFATSI + HHIESTST 6 FaT G ST fiuter 7 71a ITANT & forw @t et G
e faawor qerre woTa & gfafog wet 2

[T, &. TF-11035/53/2014-FT0wher ]
e ATA 9THT, HIFT qioa
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NOTIFICATION
New Delhi, 10th March, 2016

S.0. 715(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Diclofenac + Paracetamol + Chlorzoxazone + Famotidine is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Diclofenac + Paracetamol + Chlorzoxazone + Famotidine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 w74, 2016

FTA. 7T16().—Fr= 1T TLHIT FT TZ TATAE 21 747 & 6 awea + aferms fir F@a go
TS SAUTE o AN | qI STa 0 AT g1 6l HATEAT &, STaieh 3T SAuier % I SAqhed ITAsd
g

Sie =w fam it e g g g fEerws afata g o= & 72 8 o7 39 s afafa q
Fear gehe 1 g et 1 g 06 S siwfer & ane ¥ a5 arar o 8 & gaewr e =iy st
T €

A I fareresr afata i FwTiert & e 9¥ Feald TRt T Tg THTET a7 147 8 F <o ° 3o

AT o AWE START & forw fasrare Ao, G s Ao & wfafug sor Bt s aewea o
AE9TF AT FH=IA ¢

qq:, A, Frald AR, IFq fAorusy afufa i et & srame 97 sfiw siwfer i yorae arEh
arfarfaTm, 1940 (1940 FT 23) Fit &7 26F FT Y& TRAT FT TN Fd g, AwiEa + drferie
R g ST sfafer &7 Aree 37T F for e fAfaeto, R s e o gara 1 sfafog
FLAT S |

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT 9THT, TIFT F=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 716(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Naproxen + Paracetamol is likely to involve risk to human beings whereas safer alternatives
to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;
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Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Naproxen + Paracetamol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 w74, 2016

HLAAT. 717(H).—F7=1T LT FT Tg THTE 21 747 2 % Aiegeee + dafenudiRy & e
G GATSIA SUTEN o AN F TS SHad &l AT gid %l GATEAT &, STaih S STl o Ged STahed
ITASH G,

s =z foroer it e weare g e fareros |fafa greo sti= o 1 8 s 3 Ao wfafa a
FealT gL 7 98 e 1§ 6 S sirofer 3 are & 7g umar w4 § G sme we Hiea sifeer
T &,

3l 3aq farerosr ||t T FARTeert = e 9% Fex i TR 1 T FHETT g1 AT ¢ 1o <97 § I

e & A ITART F forw o fafawtor, G siw fBawor @ wfafug w0 Bt s aeea o
AE9TF AT FH=IA ¢

qA:, A, FealT AR, Iaq Aows qifafa & Frerfen F sweme a7 3w siwfdr siw yorae areft
afafaa®, 1940 (1940 &1 23) & g7 26%F FRT Tacd ARAl FT YART Fd gu, FAegeamse +
iRy £ A gus F4ree siufer #1799 31 & forg fawarsd ffamton, G sie e
TR T § THATg FLdl g |

[FT. . T-11035/53/2014-Fr0hergeft]
Fa& AT oTHT, TIFT F=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 717(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Nimesulide + Serratiopeptidase is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Nimesulide + Serratiopeptidase with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
¢ faeett, 10 7T, 2016

T3, 718(3).— FralT TLRTL T T THTLTH 27 74T 2 o ARSI + STEaeitheie + wHIfeeTa #f fFaa
G GATSIA SUTEN o TN F T SHAd &l AT gid %l GATEAT &, STaih S STl o e e
STAEH &,

S =9 T it e FeTe gy e [Eeras aiEfa gy ST= 6l T g ST 3% (aaws ||t o
Fear gehe 7 g et 1 g 6 S siwfer & ane § g5 oy v 8 5 gaewr e Ay st
TE €

A I fareresr afafa i FRTeert & e 9% Feald Tt T Ag THTET g1 147 8 F <o ° 3o
sirafer % ATe 39T & forw fasaret fAfawtor, e i fAaer i yfafig w0 BfRatha s sz &
AFLTF AT GHIHM ¢,

qq:, A, Frald AR, IFq fAorwsy afufa i et & sram 97 sfiw siwfer i g arEhy
arfarfaTm, 1940 (1940 T 23) #T &7 267 FTT Tacd ATRAT FT TART Fd g0, MRS + STEFATBH
+ FfESTE T Faa T SIS Siuter T 919a ITAN & o7 faswared AfAwi, B siw e aaee
T | IiafEg Far g |

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT 9THT, HIFT F=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 718(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Diclofenac + Famotidine is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Paracetamol + Diclofenac + Famotidine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
s faoett, 10 7T, 2016

AT, 719(3).—F~a [T AR FT I FHTEE & 7147 7 o Raegerse + e + Wik
+ S Tehge T I G S AT F AN A S R G g il ST §, Sarh 3Fd
sirufer % giera siqed IUey &,

3 zo A it e aeR g e fErers afata g o= i 7 2 7 sea Beows afata a
FealT g 7 g i 1 g 5 3o siwtey F aw § =g gy = € O e wr Fheeh siter
RES
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A I fareresr afata i FwTert & e 9% Fea i TChTT T Ag THTET g7 747 8 FoF <o o 3o
sirfer % AT 3T % forw fasraret fAfawtor, R siv fAaer i afafig w0 ffRatha @ R &
AFLTF AT qHIAM ¢,

qq:, T, Frald GLRIL, IFA (AT T it RErer e % o7 sfiufer i Jomee arRft
arfarf=e, 1940 (1940 T 23) F 4T¥T 26F FT @ AT F TN w2 gu, egeTe + e +
ARy + e wehge F Faa gres g3 siufer w1 7 37T F forw e fafamtr, e
S faa=or qepTer woma & gfafig Fedr 2

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT 9THT, HIFT F=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 719(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Nimesulide + Pitofenone + Fenpiverinium + Benzyl Alcohol is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Nimesulide + Pitofenone + Fenpiverinium + Benzyl Alcohol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
% faeet, 10 /T4, 2016

AT, 720(3H).—Fv= 1T TR FT Tg FHTATT 21 747 & o AfAweier + IqRerme + saithas
FT AT g TS Sfuer 3 YT & A S{iaq &l GaeT gid il S91EdT g, STafh 3o Siufer o qierd
AT ITAH &,

S =z foroer it e weawre g e e |t greo o= o 1 8 s 3 e wfafa a
FealT gL 7 g e 1 g 5 3o sty F aw § =g gy = g G geewr wr Fheeh siter
GRS

S 3ea farerosr ||t it FARTieert & e 9% Fex i G T T FHETT g1 TAT ¢ 1o <97 § I

Arafer o AeE ITART & forw A fafawtor, G siw fBawor @ wfafug w0 Bt s aeea o
AT9TF ST AHHIT

qdq:, A, FealT TLHL, IFq (A9 afafa i Rwrfiert F wem u¥ i wfd i v\ ras arafy
srfert==H, 1940 (1940 T 23) i &T=T 26F FIT & ATHAT T TANT FLd gU, ATHITSI + IR +
ETSFATHE o AT 0l (4d G GATSIT SATUTeN T HIAT STAN o forw faswared fafamiorn, e s faaeo
TR T § T Fdl g |

[T, &. TF-11035/53/2014-F e ]
e ATA 9THT, §IFT qioa
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 720(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Omeprazole + Paracetamol + Diclofenac is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Omeprazole + Paracetamol + Diclofenac with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 w74, 2016

BT, 721(3H).— FrslT TR HT T2 AT 2 127 2 o RAdegerse + Wafensr Swee i
I g S SOt & AT ¥ 99a S(iaq il Ga<T gid hl SEadT §, STaeh Iad Siurer & qgIierd
AT 3T ¢,

3 zw fam it e g g g fEeras afata g o= $ 72 2 i 39 s afafa a
Fear gehe 7 g et 1 g 06 S siwfer & ane § =gy v 8 & gaewr e =iy st
TE €

A I fareresr afata i FRTiert & e 9¥ Feald TChTT T Ag THTET a7 147 8 F <o 3o

ATt o AWE START & forw fasrary afawion, fGw s B & wfafug sor Efaataa s aewea o
AE9TF AT FH=IA ¢

qq;, A, Frald AR, IFq fAorsy afufa i RrEren & srame 97 sfiw siwfer i yorae arEh
Afafaa, 1940 (1940 F7 23) FT &7 26%F T Tacd ARAT FT TIW Fd gu, Maegerse + e«
TNF 1 3T G SAS Suer &7 79a 3TN o for et afawtor, o sl @ aona g9
o gfafug Fdr 8 |

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT AT, TIFT F=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 721(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Nimesulide + Paracetamol injection is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;
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Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Nimesulide + Paracetamol injection with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% faeet, 10 /T4, 2016

F3T. 722(3).—Fea 1T TR HT AZ THTLTH 21 797 2 o SHEGe AT + STEaciithie il {ad ga+
TSI OTEr % YT | AT S{ad T @Al gie sl ST g, STaieh 3% STTer o T SAqwheT ITase
G

3 zw A it e aeR g e fErersr afata g o= i 72 2 7 sea Beows et T
FealT g A7 g i 1 g 5 3o sty F aw § =g gy = g 6 geewr wr Sheeh st
QRS

A 3o fareresr afata it FRTert & e 9% Feald TChTT T Tg THTeT g7 147 8 F <o ° 3o

ATt o AWE START & forw Ay e, fw s Ao & wfafug For Bt s awea o
AE9TF AT FH=IA ¢

qTq:, A, FealT TLHL, I (A9 afafa i Rwrfiert F mem u¥ i wfd i y\rae arafy
aferf=m, 1940 (1940 F7 23) FT &7 26% FIT Y& ARFAT HT TART FA gU, SHYAAT + STEaFAThTH
#r o o S99 Wty F7 7\a 39N+ forw Gerarsd e, B siw B o gam= &
ghaftug Fedr g |

[T, . TF-11035/53/2014-reerge]
Fae AT AT, HYF H=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 722(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Tamsulosin + Diclofenac is likely to involve risk to human beings whereas safer alternatives
to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in
exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central
Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose
combination of Tamsulosin + Diclofenac with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeett, 10 974, 2016

FLAT. 723(A).—F=1T TR 7 IZ FAEE 2 747 2 &F Iqfems + Fahad +
FAICHATEATET AN + TN + Fh 1 o gaes dae= siwfer F yw=imr § wa sfa =@
FALT B ol TATAAT g, STaTh IFd AT h AT TqFeT ITAH &,

S =9 T it e FaTe gy e [Eeras aieia g0 S7= 6l TS § ST 39 fadws ||t
Fear T gehe 7 g et 1 g 6 S shwfer & ane § g5 oy v 8 5 gaewr e HiEahy st
TE €

A I fareresr afafa i FRTeert & e 9% Feald Tt T Ag THTET g1 147 8 F <o ° 3o
sirfer % ATe 39T & forw faskaret fAfawtor, e siv fAaer i yfafig w0 ffRatma s R &
AFLTF AT qHIAM ¢,

qd:, A, FealT TLHRL, Iq (AT FiATT it RIS F AL 9T i oty i yara= qarafy
arfarfaTm, 1940 (1940 1 23) ¥ &7 26 FIT Tacd IRAT T TANT Fd gU, TSI + HrTEershis
+ FAICHATEATE AdE + SFASAACHT + Fhi i o g g9 sfiufdr 1 ama 37T % fow
et fafamtor, R siv Ao g v 7 sRftg s g

[T, &. TF-11035/53/2014-F 0o ]
e ATA 9THT, §IFT qioa

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 723(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Phenylephrine + Chlorpheniramine + Dextromethorphan + Caffeine is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Paracetamol + Phenylephrine + Chlorpheniramine + Dextromethorphan + Caffeine with immediate
effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 w74, 2016

FTHT. 724(3).— 71T FOATE AT A2 FATAT £ 17 2 B sraereitsbns + o et it fora
G HATSA ST 6 AN F AT SHae 0 @A g =l SA1EAT &, STaieh ST Surer & giard dqaheq
EREEC I
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3 zo A it e aeRe g e fErersr afata g o= i 72 2 7 s Reows afata T
FealT g 7 g i 1 g 5 3o sty F aw § =g gy = g 6 geewr wr e st
GES

3 3ea farerosr af|fa it FARTeert = srae 9% Fex i TR T T FHIETT g1 AT ¢ 1o 397 § I
Aot o J9a 3TN  forg fasramer fafamior, fe s feawor = afafug o [fRaa s aRa 5
ATTLTF AT THIAM g,

qq:, T, FralT TR, I Terast qiufa i Rrerfer F sweme uw i siwfer sfiv yame« arft
Ffafaad, 1940 (1940 =T 23) it g7 26% FRT Tacd ATHAT FT TN Fd gU, STEFATha® + R[iw
HIATETEA hf FId G G SUTer AT 7H9a START o forw fasrame fafamion, e siw fBaeor aonma
TATT | FTAT0E Fdl g |

[T, &. TF-11035/53/2014-F e ]
e ATA 9THT, HIFT qioa

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 724(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Diclofenac + Zinc Carnosine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Diclofenac + Zinc Carnosine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
s faeett, 10 9T, 2016

FLA. 725(H).—F=T AR F Tg THIEM g1 AT & F STgaies + Qe +
FAICHATEATET AN + AT grgffeaare it M g daree sirufer & T & 9 stta #7 @aqa
S T HTAAT §, STaTeh SFd T o AT SAheT ITAH g,

3 zo Ao it e aeR g e fEers afata g o= i 7 2 7 sea Beows afata a
FealT g 7 g i 1 g 5 3o sty F aw § =g gy = g O e wr Sheeh st
REES

A IR fareresr afata i FRTert & e 9% Feald TChTT T Tg THTeT gf 147 8 F <o ° 39
sirfer % ATa 39T & forw fasaret fafawtor, R i fAaer i afafrg w0 ffRatma @ R &
ATFLTF AT GHIAM ¢,

A, A, Fea 1T TR, IFq Forwsy afufa F et F sram 97 sfiv siwfer i g arEhy
srterfead, 1940 (1940 FT 23) it &I 26% FRT Tacd ATHAT T TART FXd gU, STREFATHAS + IO
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+ FACHATSHTET Ade + AW grsfRifedse i Maq o 99 siufe &7 q19a TR & o
s fafamton, e sie e aerme yame & shafig w2 |

[T, &. TF-11035/53/2014-F 0w ]
e ATA 9THT, §IFT qioa

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 725(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Diclofenac + Paracetamol + Chlorpheniramine Maleate + Magnesium Trisillicate is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Diclofenac Sodium + Paracetamol + Chlorpheniramine Maleate + Magnesium Trisillicate with
immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferET
7% fawet, 10 /T4, 2016

AT, 726(H).—Fa1d HLHIT HT g THTAE 21 747 & T Jai¥emie + weErwgq + Rfeem i
AT g S SOt & AT & 99a S(iaq dl @a¥T gid il S6TadT §, STaih 39d Siurer & qIierd
AT 3T &,

3T za A it e aeR g e fErers afata g st i 7 2 7 s Bews afata a
FealT g 7 g i 1 g 5 3o siwtey F aw § =ag gy = g O geewr wr Fheeh st
GES

3l 3eq farerosr ||t T FARTeert = e 9% ex i TR T T FHTETT g1 TAT ¢ 1o 397 § I
Aot o 9 3TN & forg faskamer fafamtor, fee s g & afafug w0 RfRaa s aRa 5
ATTLTF AT THIAM g,

A, A, FealT TR, IFq Foresy afafa i et F sram 97 sfiv siwfer i g arEhy
srferfaam, 1940 (1940 T 23) FT &R 26% FRT Y& ARRAT HT TAN FXd gU, ITAESTHIT + TSR +
fRfesm it Foa g S siufe 1 7 SR F oo G Bt G s e o
TATT | FTA TG Fal g |

[T, &. TF-11035/53/2014-F 0o ]
e ATA 9THT, §IFT qioa

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 726(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Pseudoephedrine + Cetrizine is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;
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And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Paracetamol + Pseudoephedrine + Cetrizine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 w74, 2016

FLAT. 727(H).—Fea1T TR FT g AT g1 747 ¢ FF Brgesenne + ek aferswrgee i
A g S SOt & YT ¥ 9a S(iad dl Ga<r gid il SETadT §, STaih I9d Siurer & qIierd
AT 3T

3 =o fam it e g g g s afata g o= & 72 8 i 39 faows afafa a
Fear gehe i g et 1 g 6 S siwfer & ane ¥ g5 arar v 8 5 gaewr e Ay st
GES

A IR fareresr afata it FRRTiert & e 9% Feald TChTT T Tg THTeT g7 147 8 F <o ° 3o

e 3 AT IUEET F forg st fAfRwton, fase s faaeor w1 afafvg won Rfafie o asra &
AT9TF ST AHHIT

qq;, A, Frald AR, IFq fAorwsy afufa i et & srame 97 sfiw siwfer i yorae arEh
arfarfaTm, 1940 (1940 T 23) Ft g4I 26%F FIT Y& ATRAT AT TINT Fd g0, HeTedaeSi= + difeqw
glerrgde i o gas @3S siufer 1 /e IR F fow Gward f@fawmtorn, e s fae goma
T | FTA TG Fdl g |

[FT. . T-11035/53/2014-Fr0ergeft]
Fa AT oTHT, TIFT F=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 727(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Phenylbutazone + Sodium Salicylate is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug Phenylbutazone +
Sodium Salicylate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FrfergET
¢ faeett, 10 7T, 2016

1.3, 728(3T).—Fr= 1T TLHIL FT Tg THTLTT gl AT ¢ o AN 1T + G + grafeas i
A g S SfuTer & AT ¥ 99a S(iaq dl Ga<T gid dl SEadT §, ST Sad Siurer & qierd
AT 3T ¢,

S =9 T it e Fente gy e [Aeras aifa g0 ST= 6l T g ST 39 (aaws ||t o
Fear gehe 1 g et 1 g 6 S shwfer F ane ¥ =g oy v 8 & gaewr e HiEFahy st
TE €

A 3 fareresr afafa i FRTiert & e 9% Feald TChTT 71 ag THTeT a7 147 8 F <o ° 3o
sirofer % ATe 39T & forw fasraret fAfawtor, R siv faaer i afafig w0 ffRatma s R &
AFLTF AT qHIHM ¢,

A, A, Frald AR, IFq faorwsy afufa i e & sram 97 sfiw siwfer i s gl
arfarfaTm, 1940 (1940 FT 23) FT 91T 267 T Y& AREAT FHT TN X g0, A 6T + IqfReme
+ grEfead T Faq g G2 SuTe F7 919d STANT & o et s, B s @ g
T9TE | Jiafg Far g |

[T, &. TF-11035/53/2014-F 0w ]
e AT 9THT, §IFT qioa

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 728(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Lornoxicam + Paracetamol + Trypsin is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in
exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central
Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose
combination of Lornoxicam + Paracetamol + Trypsin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
¢ faeett, 10 7T, 2016

T3, 729(3).— Fral T TR T Tg THTLT 21 747 & o Iqferns + Aharas i + Wieds
+ STAAFATHTEA 01 3T GO AT ST % TN F AT SHAd Bl @Al g a6l S91aHT 8, St 39
Srofer 3 AT SAqFheT ITAH 2,

S =9 T it e JenTe gy e [Eeras aifa g0 ST= 6l T § ST 39 (aaws ||t o
Fear gehe 1 g et 1 g 06 S shwfer & ane § g5y v 8 & gaewr e =iy st
T €
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A I fareresr afata it FRRTiert & e 9% Feald TChTT T Tg THTET a7 147 8 F <o ° 3o
sirfer % AT 3T % forw fasraret fAfawtor, R siv fAaer i afafig w0 ffRatha @ R &
AFLTF AT qHIAM ¢,

qA:, A, FealT AT, Iaq fAows qifafa i Frerfent F sweme a7 3w siwfdr siw yorae areft
arfarfaTm, 1940 (1940 FT 23) F 4T 26%F FRT Y@ ARRAT FT TIN Fd g0, IR + AATRS
T + W + sgawTE Ft = gos e shufer #7 J9a 37 % oo G fEafEEi,
e s Ao aea wame 7 yhftg w2 |

[FT. . T-11035/53/2014-FT0hergeft]
F& AT 9THT, T F=

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 729(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Mefenamic Acid + Ranitidine + Dicyclomine is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Paracetamol + Mefenamic Acid + Ranitidine + Dicyclomine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
% faeet, 10 /T4, 2016

AT 730(H).—F== 1T HLHIT HT I THTETE 2l 747 & o MAegeTse + sHamTET i Haa g
TATST SHOTEr % YT | AT S{a T @Al i sl ST §, STaieh 39 AT o AT TheT ITAs

g
S =z foroer it e weawre g e fareros |fafa g o= o 1 8 s 3 e wfafa a
FealT gL 7 g e 1 g 5 3o sty F aw § =g gy = g G geewr wr Fheeh siter
GRS
S 3eq fererosr ||t it FARTeert & srae 9% Fex i G 1 T FHIETT g1 TAT ¢ 1o <97 § I

Arafer & AE ITART F forw fasrare fafawtor, G siw fBawor @ wfafug w0 Bt s aeea o
AT9TF ST AHHIT

qA:, A, Feald TCHIT, IFq A0 FATT AT FEETETT F e 92 {7 sfiufer 3T e qannRit
Frfafae, 1940 (1940 F7 23) FT 8T 26 T Y& AR T TAW FXd gu, Maegase + saameT
#r o gore G99 Sutd #7 7a 39 & fow Gerarsd e, B sie fFaer aore gam= &
gfafug Fdt & |

[T, &. TF-11035/53/2014-F 0w ]
e AT 9THT, §IFT qioa
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 730(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Nimesulide + Dicyclomine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Nimesulide + Dicyclomine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
% faeet, 10 /T4, 2016

FTA. 731(A).—Fr= 1T TLRIC FT Tg THTTE 21 TAT & T guTieT + STeaieas & =ad gas
TS SHUTE & AN | JI Sa 1 AT g 6l HATEHAT &, STaieh 39 SAruier & I SAqahed ITAsd
&

3 zo Ao it e aeR g e fErers afata g st i 72 2 7 sea Beows afata a
FealT gL 7 g i 1 g 5 3o siwtey F aw § =g gy = g O e wr Sheeh siter
RES

A I fareresr afata i FRTiert & e 9% Feald TChTT T Tg THTET a7 147 8 F <o ° 39

ATt o AWE START & forw fasrarey afawior, fGw s B & wfafug #or Efaataa s aewea o
AE9TF AT FH=IA ¢

qq:, T, Fra T TR, I TAerast qiufa i Rrerfer F sweme v i siwfer sfiv gomae arft
srfert==®, 1940 (1940 T 23) #hl GTXT 26% AT T&cd TRAT AT AN Fd gU, TR + STSFATHAD
R gk e siafer &1 aree 37T foro Rt fAfawtor, feer siv e aorre sara 1 gfafog
FLAT S |

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT 9THT, YT F=

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 731(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Heparin + Diclofenac is likely to involve risk to human beings whereas safer alternatives to
the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;
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And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Heparin + Diclofenac with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
7% faeet, 10 /T4, 2016

BT, 732(H).—Fek T TLHIT FT T THIT & AT 2 {7 ThIAareT + FATgd TehiATEd A9 +
Rerfiw &3 + Frlier + A + AR + [ 6 7T g G ot F TR F 79199 Siad & gadT
T T AT g, ST 39 SO F i sTqweT SUAsH &,

sie =z foroer it e weare g e e |fafa greo sti= 6 1 8 s 3 faeee wfafa a
FealT g 7 g i 1 g 5 3o siwtey F aw § =g gy = g G geewr wr Sheeh st
GES

3l 3eq farerosr ||t it FARTeert & e 9% Fex i TR T T FHTETT g1 TAT ¢ 1o <97 § I

Arafer o AE ITART & forw o fafawtor, G siw B« wfafug w0 @t s aeea o
AT9TF ST AHHIT

qdq:, A, FealT TLHL, I (A9 afafa i Rwrfiert F mem u¥ &7 wfd i s\ e arafy
Ffafaw, 1940 (1940 T 23) & &7 26F FRT Tacd TRAT HT TAN Fd gU, THIGATST + HATSA
TehATE A + R A3 + e + TR + X + K fr B gas 99 swfa w1 ame
ST % for et fafawtor, feer siv fAaor aerme yara 7 gfafig s g |

[T, &. TF-11035/53/2014-F 0w ]
e ATA 9THT, §IFT qioa

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 732(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Glucosamine + Methyl Sulfonyl Methane + Vitamin D3 + Manganese + Boron + Copper
+ Zinc is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Glucosamine + Methyl Sulfonyl Methane + Vitamin D3 + Manganese + Boron + Copper + Zinc with
immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeett, 10 974, 2016
A, 733(3H).— FealT TLHT T Tg THTTT 21 127 2 qafenie + Teder & g gos
TS SUTE & AN | {9 STa 1 AT g1 6l AT &, STaieh 39 SAruier % I SAqhed ITAsd
G

3 =w fam it e g gy g fEras afata g o= & 72 2 i 39 faews afafa q
Fear gehe 7 g et 1 g 06 S shwfer & ane § g5 oy v 8 5 zaewr e HiEFEahy st
T €

A I fareresr afafa i FwTiert & e 9% Feald TChTT T Tg THTET g1 147 8 F <o ° 3o

ATt o AWE START & forw Ay Ao, fGw s faawor & wfafug sor Bt s awea o
ATE9TF AT FH=IA ¢

qq;, A, Frald AR, IFq fAorwsy afufa i et & srame 97 sfiw siwfer i yorae arEh
arfarfaTm, 1940 (1940 1 23) F¥ gTT 26F FT Tacd AREAT T TIN FIJ g0, IS + e
R g ST sfafer &7 Aree 37T * for e ARt e siv e aore gara & sfafog
FLAT S |

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT AT, TIFT =

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 733(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Tapentadol is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug Paracetamol +
Tapentadol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
2 fawett, 10 7T, 2016

B3, 734(H).—Fv 1T TLHTT 6T Ag FAT 27 747 2 grsafas e + Ne=naefRfea &
AT g S SOt & YT ¥ 99 S(iaq dl @a¥T gi| il SETadT §, STaih 3ad Siurer & qIierd
AT ITAH &,

3T =9 A it e aeR g e fErersr afata g o= i 7 2 7 sea Reows et a
FealT gL A7 g i 1 g 5 3o st F aw § =g gy = € 6 geewr wr Fheeh st
GES
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A I fareresr afata it FRRTiert & e 9% Feald TChTT T Tg THTET a7 147 8 F <o ° 3o
sirfer % AT 39T % forw fasraret fAfawtor, R siv fAaer i afafig w0 ffRatma s R &
ATFLTF AT GHIAM ¢,

qA:, A, FealT AT, Iaq Ao qifafa i Frerfent F sweme a7 e siwfdr siw yorae areft
arferfae, 1940 (1940 T 23) Fir 9T 26%F FWT Tacd AT FT FAR Fd g0, TaETAS UfHeE +
NeERRRT fi g gos @9em siufa w1 7ma 31 F foru et Bfamtorn, B s e
TeRTA T F T Fdl g |

[FT. . T-11035/53/2014-FT0herreft]
F& AT 9THT, T F=

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 734(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Tranexamic Acid + Proanthocyanidin is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Tranexamic Acid + Proanthocyanidin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
% faeet, 10 /T4, 2016

1.3, 735(37).— Fea T TLHRTT KT AZ TATATT 27 147 2 B Senernfaaw e + e i e
GIF AT ST F TART H TG ST Fl AT g1 ol TATAAT &, ST IFT SATTer o e e
ITASH G,

Sie =z foroer it e weare g e freros afafa greo o= 6 12 8 s 3 faeee wfafa a
FealT g A7 98 i 1 g 5 3o siwtey F aw § =g gy = g O geewr wr Sheeh st
GES

3l 3eq farerosr afeta T FARTert & srae 9% Fex i TR 1 T THIETT g1 TAT ¢ 1o 397 § I

Arafer o AE ITART F forw fasrare fafawtor, G siw fBawor s wfafug w0 Bt s aeea o
AT9TF ST AHHIT

qdq:, A, FealT TLHL, IFq (A9 afafa i Rwrfiert F mem u¥ &7 wfd i s\ rae arafy
srfarfeam, 1940 (1940 T 23) & &T=T 26%F FRT Tacd AT FT TANT Fd g, S =aH FEE +
e & I gars 99eE sty #7 /e 3T & fow Gt AR, FE & faer o
TATT | FTATE Fadl g |

[T, &. TF-11035/53/2014-F e ]
e ATA 9THT, §IFT qioa
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 735(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Benzoxonium Chloride + Lidocaine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Benzoxonium Chloride + Lidocaine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 w74, 2016

1.3, 736(3).—Fva T TR HT AZ THTAT Bl AT ¢ oF ARANFGHT + UTFASTHIA + SHIEIT il
A g S Sfuter % AT ¥ 99a S(iaq dl Ga<T gid dl SEadT §, STaeh Iad Siurer & gIierd
AT 3T

o = farorar i et aer g g fadrest afafa g st 6t 7% 2 o7 3 fAaos afafa 5
Fear gehe 1 g et 1 g 06 S siwfer & ane ¥ a5 arar o 8 & gaewr e =iy st
T €

A I fareresr afata i FwTiert & e 9¥ Feald TRt T Tg THTET a7 147 8 F <o ° 3o

AT o AWE START & forw fasrare Ao, G s Ao & wfafug sor Bt s aewea o
AE9TF AT FH=IA ¢

qq:, A, Frald AR, IFq fAorwsy afufa i et & srame 97 sfiw siwfer i g arh
arfarfaTm, 1940 (1940 FT 23) FT GTRT 267 FT Y& AREAT FHT TN X g0, AIRAHFGRT + IR
+ IR AT I g @ siuter 1 qr9a 3wt & foru et fafawt, e s A aerre
T9TE | IiafEg Far g |

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT 9THT, TIFT F=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 736(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Lornoxicam + Paracetamol + Tramadol is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;
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Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Lornoxicam + Paracetamol + Tramadol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% faeet, 10 /T4, 2016

FLAT. 737(A)—F=1T AEHN FT Ig qH1EE & 17 g T aenfEasn + e +
Jufamfeedy it o g @3 siufer & TIRT § 99 S{iaq w1 G gie &l FA7aT 8, Tafh I
Srofer 3 AT SATHeT ITAH 2,

3iY =8 AT &t e a9 g MgEa s aiEfa ger = i T § &Y 39 Sous aEta 1
FealT g 7 98 e 1 g 5 3o siwtey F aw § =g gy = g 0 geewr wr Sheeh siter
GES

A I fareresr afata i FRTert & e 9¥ Feald TChTT T Ag THTET g1 147 8 oF 9o ° 3o
sirfer % AT 39T & forw fasraret fAfawtor, R siv fAaer i afafrg w0 BfRatma @ ara &
AFLTF AT GHIHM ¢,

qq:, T, Fra T GERIE, I Terast qiufa i Rrerfer F sweme v i siwfer sfiv gomae arft
srterfeard, 1940 (1940 1 23) FT 41T 26 FIXT Y& AhAT T TN Fd U, ARAFGHRA + IR
+ qufeamuftedy i Faa gors g situfa &1 9 ST F forg e fAfamion, G i e
TR T | THATg Fdl g |

[T, &. TF-11035/53/2014-Tueerge]
Fae AT QAT HYF H=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 737(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Lornoxicam + Paracetamol + Serratiopeptidase is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Lornoxicam + Paracetamol + Serratiopeptidase with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeett, 10 974, 2016

I, 738(3N).—F=1T TLHT FT AZ AUTATT 27 AT £ T Sraamirhes + JTffermier + dafomy
FrefRifere i Faa g G rafd % T390 § 719a Staq & @aqeT g fif 61T g, Sath 3 shufer
= AT TTHeT ITAH 2,

S =9 T it e FanTe gy e [Aeras aiefa g S= 6l T g ST 3aa faaws ||t o
Fear geRe 7 g et 1 g 6 S sfwfer & ane ¥ =gy v 8 & gaewr e HiEFEahy st
T €

A IR fareresr afata i FRTiert & e 9% Feald TChTT T Ag THTET g7 147 8 F <o ° 3o
sirafer % AT 39T & forw fasaret fAfawtor, e siv fAaer i afafog w0 ffRatma @ R &
AFLTF AT GHIHM ¢,

qdq:, A, Frald TLHRL, Iq (AT FiATT it AR F AL 9L S ot i yaqra= qarafy
arfarfaTm, 1940 (1940 T 23) #T &7 267 FTT Tacd ATRAT FT TART Fd gU, STEEFATHS + IIRETHIA
+ Aty grefiferre f Fag gos g siwfa 1 ama TRt & forg G ARt G s
v ekt g9 T wiafg w8

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT oTHT, YT F=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 738(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Diclofenac + Paracetamol + Magnesium Trisilicate is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Diclofenac + Paracetamol + Magnesium Trisilicate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
2 fawett, 10 7T, 2016

AT, 739(H).—Fr= 1T ALH AT Tg AT 2l 147 & T daiferme + smafRem + &hia i
AT g S SOt & YT & 99 S(iad dl @a¥T gid il S6TadT §, STaih I9d Siurer & qeierd
AT ITAH &,

3T =9 A it e aeR g e fErersr afata g o= i 7 2 7 sea Reows et a
FealT g 7 98 i 1 g 5 3o sty F aw § =g gy = g O geewr wr Fheeh siter
GES
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A I fareresr afata it FRRTiert & e 9% Feald TChTT T Tg THTET a7 147 8 F <o ° 3o
sirfer % AT 3T % forw fasraret fAfawtor, R siv fAaer i afafig w0 ffRatha @ R &
AFLTF AT qHIAM ¢,

qq;, A, Frald AR, IFq fAorwsy afufa i e & srame 97 sfiw siwfer i s arEh
arfarfaTm, 1940 (1940 F7 23) #¥ &7 26% T Tacd IRAT T TINT Fd g0, IR + SuiEs +
Fhie T T gar qS Suid F7 §9a STANT 6 forw feerare Ffaat, B siw Bawer aaee g9
o gfafug Fdr 8 |

[FT. . T-11035/53/2014-FT0hergeft]
F& AT 9THT, T F=

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 739(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Domperidone + Caffeine is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Paracetamol + Domperidone + Caffeine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
% faeet, 10 /T4, 2016

FLAT. 740(H).—F=19 LR F Tg FHE 21 147 2 T g wiase + qifeaw aee +
FAIChHA AT AN + W T {21 garers FATer Siwfer 3 S=RT & /19a A i GaeT g il G977 g,
e TR S SOTer 3 TR ST Iy 2,

s =z foroer it e weawre g e fareros |fafa g o= 6 1 8 s s e wfafa a
FealT g a7 g e 1 g 5 3o sty F aw § =g gy = g G geewr wr Sheeh st
GES

Sl 3ea farerosr afefa T FARTeert = e 9% ex i TR T T FHTETT g1 TAT ¢ 1o <97 § I

Arafer o 7E ITART F forw fasrare fafawtor, G siw B @ wfafug w0 Bt s aeea o
AT9TF ST AHHIA

qq:, T, Fra T TR, I TAerast qiufa i Rrerfer F swem v i siwfer sfiv gomae arft
srfarfaa, 1940 (1940 &1 23) & 9T 26F FWT Y& ARAT F1 TAN Fd g0, THINIAN FAIEE +
HIfeAw arsde + FAHFAATRA WA + WA A [F7T g d= sirafe F7 71a 37T + o fwary
T, fFw siv [T aerme TaTa | Tidfug Fedl g |

[T, &. TF-11035/53/2014-Fr0wher ]
e ATA 9THT, §IFT qioa
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 740(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Ammonium Chloride + Sodium Citrate + Chlorpheniramine Maleate + Menthol is likely
to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Ammonium Chloride + Sodium Citrate + Chlorpheniramine Maleate + Menthol with immediate
effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 w74, 2016

HLAT. 741 (H).—Fa 1T TLHT FT AZ TETET 27 7 2 IfRerner + Neaaerey a9e i
A g S Sfuter & AT ¥ 99a S(iad dl Ga<T gid dl SEadT §, STaeh 3d Siurer & gIierd
AT 3T

3 zw fam it e g g g s afata g st= & 72 2 i 39 faows afafa q
Fear gehe 1 g et 1 2 06 S siwfer & ane § g5y v 8 & zaewr e HiEFEahy st
TE €

A I fareresr afata i FRTert & e 9% Feald TRt T Tg THTET a7 147 8 F <o ° 3o

ATt o AWE START & forw A fafawior, G s faawor & wfafug For Efaataa s aewea o
AE9TF AT T ¢

qA:, A, FealT AR, Iaq Ao qiafa i Frerfent F sweme a7 3w siwfd siw yorae areft
arferfae, 1940 (1940 &7 23) F T 26F FRT Tacd ARRAT 1 TIRT Fd gU, Iqf¥E™ +
MFAIASTET Ade At [ gy daee siofer &1 aa 37T % foro fward fafamtn, G s
fravor aekter g9 T wiafg w8 )

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT 9THT, HIFT q=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 741(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Prochlorperazine Maleate is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;
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And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Paracetamol + Prochlorperazine Maleate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
7% faeet, 10 /T4, 2016

HIIA. 742(H).—F=1T TLRIE F7 g TaETE 27 77 ¢ O qufenafely (s afta 20000
gfae) + ETsaTRTE it 3 e AR SFAEATSaA it 2 Tqwie F G fave & I ga g9+ sirafa %
SART & HTHE S{Ta I AT g1 i TATAAT &, STateh I SUTer & LIed Tqahed U &,

sie =z foroer it e weare g e e afafa grer o= 6 1 8 s s e wfafa =
FealT g @7 g i 1 g 5 3o sty F aw § =g gy = g G e wr Sheeh st
GES

3T 37 Aot it it FEORTTerT & ST 9% Feaid GahT< 1 Ig THTETT gf 37 g o 397 § 397

e F e ITANT o forw fasrared farfawtor, fEee sie faawor =+ afafug s et s aewfea §
AT9TF ST AHHIT

A, A, FealT TR, IFq Forwsy afafa i e F sram 97 sfiv siwfer o g arEhy
srterfeae, 1940 (1940 FT 23) T &7 26F FRT Tacd ATRAT FT TN Fd g0, qaiedndfesy (ges
Afda 20000 gfAe) Fi 3 Tade + STFATHTS NI AR SHATATFAT HY 2 Saae it G e vy
T 7 37 F forg et fafawtor, R siv fAaor g yama 7 afafig w2

[T, &. TF-11035/53/2014-F 0o ]
e AT 9THT, §IFT qioa

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 742(E).— Whereas, the Central Government is satisfied that the use of the drug Combikit of 3
tablets of Serratiopeptidase (enteric coated 20000 units) + Diclofenac Potassium & 2 tablets of
Doxycycline is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug Combikit of 3 tablets
of Serratiopeptidase (enteric coated 20000 units) + Diclofenac Potassium & 2 tablets of Doxycycline with
immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeett, 10 974, 2016

FLAT. 743(3).—F=<1T THT FT Ig 91419 2 T & & Raegere + Iafenis ad@a i
A g S SOt & AT ¥ 99a S(iad dl Ga<T gid hl GEadT §, STaeh Iad Siurer & qgIierd
AT 3T ¢,

S =9 T it e FeTe gy e [Eeras aifa g ST= 6l T g ST 3% (aaws |t
Fear gehe 7 g et 1 g 6 S shwfer F ane § g5 oy o 8 & gaewr e =iy st
T €

A IR fareresr afafa it FRTeert & e 9% Feald TChTT T Ag THTeT g1 147 8 F <o ° 3o
sirafer % ATe 39T & forw fasraret fAfawtor, R siv fAaer i yfafig w0 ffRatma @ R &
AFLTF AT GHIHM ¢,

qq;, A, Frald AR, IFq fAorusy afufa i et & sram 97 sfiw siwfer i g arEh
arfarfare, 1940 (1940 T 23) & &RT 26% FT T&cd AhAT w1 TN Fd gv, Raegerse + Iafterie
e =l Haq G SA ST 7 7199 STIN & g feeweard Efawio, e sfiv {aer aorme s
o gfafug Fdr g |

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT oTHT, YT F=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 743(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Nimesulide + Paracetamol Suspension is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Nimesulide + Paracetamol Suspension with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
2 fawett, 10 7T, 2016

HAT. 744(H).—Fv= 1T TTHTT FT Tg TATITE 2l 137 & T uftaeitbre + IfRermne + dafeera
FT AT g T Sfuter 3 YT & A S{iaq &l GaeT gid il S91EdT g, STafh 3o Siufer o qrerd
AT ITAH E;

3 za Ao it e aeRe g e fErersr afata g o= i 7 2 7 s Beows et e
FealT g 7 98 e 1 g 5 3o sty F aw § =g gy = g O geewr wr Sheeh st
GES
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A I fareresr afata it FRRTiert & e 9% Feald TChTT T Tg THTET a7 147 8 F <o ° 3o
sirfer % AT 3T % forw fasraret fAfawtor, R siv fAaer i afafig w0 ffRatha @ R &
AFLTF AT qHIAM ¢,

qq:, A, Frald AR, IFq fAorwsy afufa i e & sram 97 sfiw siwfer iy arEh
arferfaare, 1940 (1940 FT 23) T 9T 267 FIT Tacd AHIT T TAN Fd g0, TR + Iqf¥esie
+ SfESTE T Faa T SIS Siuter T 919a ITAN & forw faswared Afwi, B siw oaer aaee
T9TE | IiafuEg Far g |

[FT. . T-11035/53/2014-FT0hergeft]
Fa& AT 9THT, TIFT F=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 744(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Aceclofenac + Paracetamol + Famotidine is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Aceclofenac + Paracetamol + Famotidine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
% faeet, 10 /T4, 2016

A, 745(H).—Fwa1T TR FT Tg THTTE af 747 2 T ufteihas + s sreares & g
GIF AT ST F TART H TG ST Fl AT g1 ol TATAAT &, ST IFT SATTer o e e
ITASH G,

Sie =z foroer it e weare g e e afafa greo o= o 1 8 s 3 e wfafa a
FealT g 7 g i 1 g 5 3o siwtey F aw § =g gy = g O e wr Sheeh siter
GRS

S 3ea farerosr ||t it FARTieert & e 9% Fex i G T T FHETT g1 TAT ¢ 1o <97 § I

Arafer & AE ITART F forw fasrare fafawtor, G siw fBawor @ wfafug w0 Bt s aeea o
AT9TF ST AHHIT

qq:, T, Fra T TR, I Terast qiufa i Rrerfer F sweme v i siwfer sfiv gomae arft
Ffafaad, 1940 (1940 =T 23) HiT 9T 26%F FRT Td ARRAT FT TIW Fd g0, TREFwas + [iF
HIATETE hf HId G G ST AT 7a START o forw fasrarer fafamion, e siw fBawor aorma
TATT | FTA G Fdl g |

[T, &. TF-11035/53/2014-F 0w ]
e ATA 9THT, §IFT qioa
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 745(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Aceclofenac + Zinc Carnosine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Aceclofenac + Zinc Carnosine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
% faeett, 10 97, 2016

F3T. 746(3T).—F5 1T TR HT g a1 &1 747 ¢ B IfRermie + e gregiv arsee
+ FRI T [T G HAS ST % TART | TG ST &l @A g il ST &, Sateh S srare &
AT AqFHT ITAH 2,

3 zw fam it e g g g fEeras afata g o= $ 72 2 i 39 s afafa a
Fear gehe 7 g et 1 g 06 S siwfer & ane § =gy v 8 & gaewr e =iy st
TE €

A IR fareresr afata i FRTiert & e 9% Feald T T Tg THTET g7 147 8 F <o ° 3o
sirfer % AT 39T & forw fasrared fAfawtor, R siv fAaer i afafrg w0 ffRatha @ R &
AT ST THHIA &,

qd:, A, Frald TLRL, Iq (AT GiATT it RIS F LT 9L {7 oty i yara= arafy
arferfa=re, 1940 (1940 T 23) FT &7 26F AT Tacd ARAT FT FTART Fd g0, IR + SHEIIH
IS N UTEee + vl A = o g siufer &1 J19a ITART & foru faswarsd fAfaat, G s
fravor aekter g9 T wiafg w8 )

[FT. . T-11035/53/2014-Fr0hergeft]
Fa AT AT, TYFT A=

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 746(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Disodium Hydrogen Citrate + Caffeine is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;
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Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Paracetamol + Disodium Hydrogen Citrate + Caffeine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% faeet, 10 /T4, 2016

A, 747(3N).— FratT TR FT Tg TETET 21 747 ¢ o IR + Suer AR it Fog
G GATSI SUTEN o AN F T SHAd &l AT gid %l GATEAT &, STaih S STl o Gerd sehed
ITAH G,

3 zw Ao it e aeR g e fErers afata g o= i 72 2 7 sea Reows et e
FealT g 7 g T 1 g 5 3o sty F aw § =g gy = g 6 geewr wr Fheeh st
RELS

A IR fareresr afata i FRTert & e 9% Feald TChTT T Ag THTET g7 147 8 F <o ° 3o

AT o AWE START & forw fasrare afawion, fGw s faawor & wfafug s Efaataa s awea o
AE9TF AT FH=IA ¢

qq:, T, Fra T GERIL, I TAerast qiufa i Rrerfer F sweme uw i siufer sfiv gomee arft
srterfead, 1940 (1940 & 23) #Hi &7 26% T Y@ AHAT HT AN Fd g0, YfReH + e
AR it I g @S Sty F°T 9He STAnT F o fEerare et e s Ao o
TATT | FTA 05 Fl g |

[T, &. TF-11035/53/2014-Tueerge]
Fae AT QAT HYF H=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 747(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + DL Methionine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Paracetamol + DL. Methionine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
¢ faeett, 10 7T, 2016

1.3, 748(H).—F~ T TLHTL T Tg THTA 21 797 2 T Saieaw gregem arsde + Iaferms
T 9= Gk SATSI ST 3 TN & /IS SUa il @Al gie sl G91aHT §, STaieh 3% sirure 6 gaierd
AT 3T ¢,

Sl =9 T it e FanTe gy e [Eeras aiefa gy S= 6l T g ST 3% faaws |t
Fear gehe 7 g et 1 g 6 S sfwfer & ane § g5 oy v 8 5 gaewr e Ay st
T €

A I fareresr afata it FRTeert & e 9% Feald TChTT T Tg THTET g1 147 8 F <o ° 3o
sirfer % ATa 39T & forw faskaret fAfawtor, e siv fAaer i afafrg w0 ffRatma @ R &
AFLTF AT GHIHM g,

qA:, A, FealT AR, Iaq Ao qiafa & Frerfen F sweme a7 e siwfdr siw yorae aresft
arfarfaTm, 1940 (1940 F7 23) #it 9T 265 FIXT Tacd TRAT T TINT FXd gU, STAAISAT FIESIST ATSee
+ YrRer e #it Fod gas @ siafdr w1 aea s F o e fAfRet, G siv fBaer
TeRTA T F THATg Fdl g |

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT AT, TIFT =

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 748(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Disodium Hydrogen Citrate + Paracetamol is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Disodium Hydrogen Citrate + Paracetamol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
s faoett, 10 7T, 2016

1.3, 749(H).—Fr= 1T ALHT AT Tg AT 21 747 & T dai¥ere + Fhm  + fifes & Faa
GIF AT TS F TART H GG ST Fl AT g1 ol TATAAT &, ST ST SATTer o e e
ITASH G,

3 zo Ao it e aeR g e fErers afata g ot i 7 2 7 sea Bews afata a
FealT gL 7 g i 1 g 5 3o sty F aw § =g gy = € O geewr wr Sheeh siter
GES
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A I fareresr afata it FRRTiert & e 9% Feald TChTT T Tg THTET a7 147 8 F <o ° 3o
sirfer % AT 3T % forw fasraret fAfawtor, R siv fAaer i afafig w0 ffRatha @ R &
AFLTF AT qHIAM ¢,

qq:, A, Frald AR, IFq fAorwsy afufa i e & sram 97 sfiw siwfer iy arEh
arferfae, 1940 (1940 &7 23) T &I 26%F FRT Y& TRAl T YA Fd gU, IO + Fhi +
FHIfRTA &l 3T G HAS Sfuer &7 7a9a 3TN o for et afawto, fw s @ o g9
o gfafg Fdr g |

[FT. . T-11035/53/2014-FT0hergeft]
F& AT 9THT, YT F=d

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 749(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Caffeine + Codeine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Paracetamol + Caffeine + Codeine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
% faeet, 10 /T4, 2016

FT.3T. 750(3F).—F==1T TR T T THTETE 21 747 5 T gl (T8ee) + e e i
AT g S SOt & AT ¥ 99 S(iaq &l @a¥T gid il SETadT §, STaih 39d Siurer & qIierd
AT ITAH E;

s =z foroer it e weawre g e fareros afafa g o= 6 12 8 s s e wfafa =
FealT gL 7 g e 1 g 5 3o sty F aw § =g gy = g G geewr wr Fheeh siter
GRS

3 3ea farerosr ||t it FARTeert  srae 9% Fex i G T T FHTETT g1 TAT ¢ 1o 397 § I

Arafer & AE ITART F forw fasrare fafawtor, G siw fBawor @ wfafug w0 Bt s aeea o
AT9TF ST AHHIT

qdq:, A, FealT TLHL, IFq (A9 afafa i Rwrfiert F wem u¥ i wfd i v\ ras arafy
srfert==®, 1940 (1940 T 23) FT g 26%F FET Tacd ATRAT T TANT Fd g0, TS (THIAR) +
YRREEie # AT g qae Sufe 7 Ja19a ITART & for e fafawtorn, G s [ o
TATE | FTA G Fdl g |

[T, &. TF-11035/53/2014-F 0w ]
e AT ITHT, §IFT qioa
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 750(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Aceclofenac (SR) + Paracetamol is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Aceclofenac (SR) + Paracetamol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 w74, 2016

AT, 751().—Fr= 1T TR T Tg AT 2T 9T § o STeaeirhTs® + IR e il
I g S SOt % AT ¥ 99a S(iaq dl Ga<T gid dl SEadT §, STaieh 3d Siurer & gIierd
AT 3T ¢,

3 =w fam it e g g g s afata g sti= & 72 8 i 39 faows afafa q
Fear gehe 1 g et 1 2 06 S siwfer & ane § g5y v 8 & zaewr e HiEFEahy st
T €

A I fareresr afata i FwTiert & e 9¥ Feald TRt T Tg THTET a7 147 8 F <o ° 3o

AT o AWE START & forw fasrare Ao, G s Ao & wfafug sor Bt s aewea o
AE9TF AT FH=IA ¢

qq:, A, Frald AR, IFq fAorwsy afufa i et & srame 97 sfiw siwfer i g arh
arfarfaTm, 1940 (1940 T 23) FT &7 267 FTT Tacd ATRAT FT TART Fd gU, STEEATHS + IIRETHIA
TNF T AT G SAS Sfuer &7 719a 3TN o fory et afasto, o s @awr o g9
o gfafug Fdr g |

[FT. . T-11035/53/2014-Fr0hergeft]
F& AT AT, YT F=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 751(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Diclofenac + Paracetamol injection is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;
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Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Diclofenac + Paracetamol injection with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 w74, 2016

3. 752(3F).—F5 1T TLHTT KT Tg THTET 21 747 2 T ulorenargRe + Rifterfia & fag g
TSI ST F TN & AT SHad &l Ga<l gid il 91T g, STaih Iad Siuter & e Aaed ITsy
2;

3 =o fam it e aeh g g s afata g o= & 72 2 i 39 s afafa q
Fear gehe 7 g et 1 2 6 S sfwfer & ane ¥ g5 9y v 8 & zaewr e =iy st
T &,

Sl 3eq farerosr ||t T FARTeert o Srae 9% Fex i TR T T FHTETT g1 TAT ¢ 1o <97 § I

e & 7eE ITART & forw fasrare fafawtor, G siw fBawor @ wfafug w0 Bt s aeta o
ATT9TF ST AHHIA

qq:, A, Frald AR, IFq fAorsy afufa i et & srame 97 sfiw siwfer i g arEh
arfarfaTm, 1940 (1940 T 23) Ft &7 26%F FTT T=cd TRAT T TART Fd gU, whorsnareiae + Rifthafia
#ir T g GAeE Wt F7 7Ea ST & fow G @i, B oiw [aer oo 9@ &
giaftg Fdl g |

[T, &. TF-11035/53/2014-F 0]
F& AT 9THT, §IFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 752(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Azithromycin + Cefixime is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Azithromycin + Cefixime with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FferEaT
7% feeett, 10 w74, 2016

LA, 753(H).—Fr= 1T LR T g THTET g7 747 & T uwiiaaierT + sreaeaarie & Faq
GITF G STTTEr o AN F TS SHad I AT il TATAAT &, STk I AT o LT AqheT
ITAH G,

3 =w fam it e g g g fEoras afata g o= & 72 2 i 39a faews afafa q
Fear gehe 7 g et 1 g 06 S shwfer & ane ¥ g5 oy v 8 & zaewr w Ay st
TE €

A IR fareresr afata i FwTiert & e 9% Feald Tt T Ag THTET g7 147 8 F <o ° 3o

e o AW ITART F forw A fafawtor, G siw fBawor @ wfafug o Bt s aeea o
AE9TF AT FH=IA ¢

qq:, A, Frald AR, IFq fAorwsy afufa i e & srame 97 sfiw siwfer i g arEh

aferf==\, 1940 (1940 1 23) HiT gWT 26%F FWT Tacd LThAT & AN FLd gU, THIEE +
ergrenEaTRfeR £ Foa goes daem it o g 99 siofe w1 ama svanr & oo S
frfamtor, B it Ao g yae 7 alftg w2 |

[T, . TFH-11035/53/2014-Frur]

Fae AT QAT HYF H=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 753(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Amoxicillin + Dicloxacillin is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Amoxicillin + Dicloxacillin with immediate effect.

[F. No. X-11035/53/2014-DFQC]

K. L. SHARMA, Jt. Secy.
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FferEaT
% faeett, 10 97, 2016
A, 754(H).—F=1T TR K Tg GHIEE 1 47 & o waifaaies 250 fan + qemiEy

FAgAAE agad 62.5 Aar. F AT g @3S fd & IR § 719 SHad R g gid il dHEET g,
STarfeh IFd AT o AT SATFeT ITAH g,

3 zw fam it e aeh g e fEeras afata g o= & 72 2 o7 39 faows afafa q
Fear gehe 7 g et 1 g 06 S siwfer & ane ¥ =g arar w8 5 goewr e Ay st

T €
A 3 fareresr afata i FRTert & e 9% Feald TChTT T Ag THTeT g7 147 8 F <o ° 3o

Arafer o 7E ITART F forw fasrare afawtor, G siw B #r wfafug w0 Bt s aeea o
AE9TF AT FH=IA ¢

A, A, Feald LRI, IFq 9w aiyia 7 e F g 97 i< iwiyr T Tara= arst
srfert==®, 1940 (1940 T 23) i G 26F T T ThAl T TANT Fd gU, THIaatas 250 frar. +

NI FAgee aaFa 62.5 3T, £ Fora g gaee siuter w1 /e 37 & forw et Efamt,
foaera SfiT Taaer aahTe w91 § Tiaivg et 2 |

[T, ¥, THF-11035/53/2014-F0rget]

Fae AT AT, HYF H=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 754(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Amoxicillin 250 mg + Potassium Clavulanate Diluted 62.5 mg is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Amoxicillin 250 mg + Potassium Clavulanate Diluted 62.5 mg with immediate effect.

[F. No. X-11035/53/2014-DFQC]

K. L. SHARMA, Jt. Secy.
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st
7% feeett, 10 |, 2016

FLAT. 755(37).—F7= 1T TLH AT T2 HTETE 21 AT 2 T wforenamsie + dAqreneaarae & Faa
G HATST AU F TR § AT S 0 G 2 6 G9EaT &, Saih 39 iy F qIerd sqsed
ITASH G,

Y =9 fawT & e e g Aegea fers afafa greo sti= i e g s g faows afafa
FealT Tt T ag e i g B8 soa siwter % s § =g aman w4 8 & e« A st
T &5

Sl 3o faras afafa it RrRTert e U Fieald qEanTe 7 Ig TN gl TA7 § T 397 & Iad
sirufer 3 J19a ST & o fasrars fafaston, G s g #1 wfafug wo ffataa s awRa #
AT 3T THIHI g

qd:, N, FealT LR, IFq [FA0usT qofa i e e 9¢ 7 sfiufdr sie yoras arft
srterfead, 1940 (1940 +T 23) &ir gWRT 26%F FRT Tad AHAT & TAN Fd gU, THRENwTRRE +
ANFAETRE A [T g G siufer w1 7Wa 3wART & fow et @fasto, G sie g
TRt TATT | THATog Fdl g |

[FT. . ToF-11035/53/2014- 0]
Fad AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 755(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Azithromycin + Levofloxacin is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Azithromycin + Levofloxacin with immediate effect.

[F. No. X-11035/53/2014-DFQC]

K. L. SHARMA, Jt. Secy.
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st
T2 faeett, 10 9T, 2016
FT.IA. 756(3).—F~<1T TR FHT TZ TATTE g7 147 ¢ o Gfthefiw + femsnifere i o go=
TSI ST o YA & q19a S{Ead ] Ga¥l gid &l GATaT g, ST SFT A0ie o e Tahed ITase
G

ST =9 faw & e g g Aegea fers afafa g sti= i e g s g faows afafa T
Fear T geRT & g AEfe £ & 5 S sirofar 3 9 § =g qmn w8 5 geewr e HiEahy st

SELECH

A IR farero At it Rrerfvert o e 9% ekl TR R Ag THTTE 21 AT 8 O S ¥ I
sirorfer % | 37T % foru faerare fafamtr, faerr sie faawr =i wfafug we ARt wwr awfga &
AFLTF AT qHIHM ¢,

A, A, FralT TR, I (F9rast ArAta 1 et F sram g7 i siwfer e y=rae arsh
arfarfaTm, 1940 (1940 F7 23) FT &7 267 FIT Tacd ARRAT T AN F2d gU, it + femsifae
Rra g S srafdr i1 araa ST % forw fasmared fafamton, e s e aere gara 7 gfafrg
FAT B

[T, . TF-11035/53/201 40|
g AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 756(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Cefixime + Linezolid is likely to involve risk to human beings whereas safer alternatives to
the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Cefixime + Linezolid with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
s faeett, 10 W=, 2016

A, 757().—FalT TR FT Tg THTE &7 747 & T uHiEated + afthefiv + Qe
TS Uf¥E T F3q g SF1 Siuter  TINT § 719 S(ad &l @a<y g ol GA7aT 8, STath 3%
Sirorfer 3 qEfer sTgEeT SUed §;

3 =9 oo i e A g g fereras st g Sti= i TS 8 S Sea faes |t T
el a7 A e 1 & s oivofer 3 are & 7g amr € 66 zaer e Sheeh siter
RELES
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S 3 FaQras af At it FRrRTert e U Feald qEanTe 7 Ig TN gl TAT § 1o <97 § I
Aot o wra 3TN o forw G fEfawto, e siw fEaer i1 wfafig w3 Bfeafa s aswRa @
ATTLTF AT THIAM g,

A, T, Fealq ALERIY, IFd (AU AT T FRTe F e 9% i sfiufer ofiv yaree arft
AferT==H, 1940 (1940 FT 23) T 1T 267 FXT Tacd LRl &1 TINT FLd gU, THITFATAT + Jihafia +
e Fagqa® YR i Fad g G206 sfufe 1 qra IRt & forg faerared f@fastrn, G e
forqvor aehter gama & wfafvg vt 81

[T, ¥. TF-11035/53/2014-Frurg]
Fae ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 757(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Amoxicillin + Cefixime + Potassium Clavulanic Acid is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Amoxicillin + Cefixime + Potassium Clavulanic Acid with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
s faoett, 10 W, 2016
3. 758(3N).—Fs T TLRTE HT g THTETT ST TAT ¢ I A1 + ATEeS aaHTse 6 =

G FAST ST F FART F AT S 0 @A g h G97aaT ¢, STaish 39q Arafer F qierd siqswhed
ITASH G,

3 =9 oo i e A g g fereras |t g Sti= i TS 8 S Sea faers |t i T
Fear a7 e 7 & FF 5o oivofer 3 are & 7g amr g 66 zaer e e siter
T €

Sl 3 FAQrus af At it FRrRTert e U Feald JEanTe 7 Ig TN g1 TA7 § T 397 § Iad
Aot 3 wra 3T o forw e fafawto, e siw e 1 wfafig w3 BT s awRa @
ATTLTF AT THIAM g,

qd:, A, FealT TCRIY, I (FATHT FIATT FT AR F ST 9T fT i v Joree arRft
srterfeae, 1940 (1940 FT 23) H &7 26%F FRT Yacd Qhdl & TAN FXd gU, AGATFaTE-T +
ATSEIFETISE HI [F3q g SFIe afe 7 7 7AW & forw fawars e, Gw s g
TR T § T Fdl g |

[T, &, T-11035/53/2014-STurgeh]
& AT STHT, HYFT T
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 758(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Ofloxacin + Nitazoxanide is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Ofloxacin + Nitazoxanide with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

stfergEaT
¢ faeett, 10 AT+, 2016

T3, 759(3).—F= 1T AT HT Tg THTIT gl T 2 T Snureraarsy Tafed + Aqoiaare
Fr RTT G FATSIT AU 3 TART | A9 (A il @<l g i SH1adT 8, St Iad suier & qrerd
ALFTT ITAH €,

3 =9 oo i e A g g fereras st g Sti= & TS 8 S Sea faers |t i T
Fea i a7 e f1 & FF 5o oivofer 3 e § 7g amr € TR zaer e Sheeh siter
T €

A IR fareroe afata it Rrerfent o e 9% ekl SR T Ag THTTE 21 14T 8 O S I
sirorfer % | 37T o foru e fafatr, faerr sie faawr #ir wfafug we ARt ww@ g &
AATF 3T THIAI g;

qA:, A, Fea T GLATY, IFa (A9t afufa £ et F swame ux &7 siufer siw ywmrae arft
srfarfa=rg, 1940 (1940 =T 23) F 4T 26% FT Tacd oiRAT T TINT Fd g0, ARSI Naafee +
ANFAETRA A [T g G siufer w1 7a 3wART & fow et @fawto, e sie g
TehTA T | T Fdl g |

[T, ¥. TFE-11035/53/2014-Furg]
Fae ST STHT, HYFT Hf=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 759(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Cefpodoxime Proxetil + Levofloxacin is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;
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Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Cefpodoxime Proxetil + Levofloxacin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 |, 2016

FLA. 760(F).—F=T THR F Ig FHEE g @7 7 & uennwefe, afFewe sk
FIRIFTSIIA it G e &7 Fd geres Sa7e St & T30 & 71 Siad & Gaq gid @ G977 g,
ST I AT o AT SATHeT ITASH g

e =9 oo i e A g g fereras |t g Sti= iy TS 8 S Sea faers |t T
Feai a7 e 1 & FF 5o oivofer 3 are & 7g amr € TR zaer e e siter

SELEH

Sl 3 faQras af At it RrRTert e U Feald JanTe 1 Ig TN gl TA7 § T 397 & Iaq
Aot o w37 o forw e fEfawto, e siw e 1 wfafug w3 [ s awra @
ATTLTF AT THIAM g,

qd:, N, FealT LRI, IFq [FA0st qrafa i e e 9% &7 sfiufdr sie yarae arft
arfarfaTm, 1940 (1940 =T 23) #it 9T 26% FIIT Y=cd IRAT AT TIW Fd gu, uionnamsiRe, afkemie
AR TSI Y §gaq fhe & [Faa g s9e sirafe &1 aa 39 # foo e e, G
3 faaor qerer v & gfafig Fdt 2

[FT. . TF-11035/53/201 40|
Fad AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 760(E).—Whereas, the Central Government is satisfied that the use of the drug Combikit of
Azithromycin, Secnidazole and Fluconazole is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug Combikit of
Azithromycin, Secnidazole and Fluconazole with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeet, 10 97+, 2016

A, 761(H).—Fa T AR T Tg THTE 2l TIT & o AqGaaaredT + ARSI + TohT
THRHU TRAee T [F9d Gas SIS & TI0T & AT SHa Tl GaT 21 6l G9TadT 8, STt 39T
Sirorfer 3 qEferT sTqeT Sued §;

i == fave i T wea g g e afafa g st= & e 8 siw s e afafw
T FearT g i 7 RrErfva f1 8 B Sa oirafy F an # ag arar wan 8 G geer wrg Sty it
T €

A I Taeras wiata &t [Rerien o e 9% ekl TR T Tg AT g1 747 & o <o 7 3
Aot o wra 3TN o forw e e, e siw e 1 wfafig w3 BT s aswra @
ATTTF AT THIAM g,

qA, A, Fea 1T GLHY, IFd (st afufa f et F g o 7 siwfer sfiv s\ arnft
srterfeaw, 1940 (1940 &1 23) H 9T 26F FHT Y& ARAT F TART Fd gU, AdTeAEaraT +
ARSI + TEHT THBAS TRRiee T Foa g T3 siuter 7 919a ST o for et &,
foeRa SfiT aaer aonTa T91E § gfaftg #edl g |

[T, &, T-11035/53/2014-STurgeh]
Fad AT STHT, HYFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 761(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Levofloxacin + Ornidazole + Alpha Tocopherol Acetate is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Levofloxacin + Ornidazole + Alpha Tocopherol Acetate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
st
75 fReet, 10 97+, 2016

T3, 762().—Fr= 1T TLHIT T Tg THTLTT &l AT g [ AWene + Arehaaras o =aa gas
TSI ST o TN & A9 S(A ] Gl gid il GATaAT g, TaTeh I AT o e Ao ITasd
2;

3 =9 oo i e A g R fereras st g Sti= iy TS 8 S Sea faes |t T
Fea a7 e 7 & FF o ofrofer 3 are & 7g amr g TR zaer e Sheeh siter
GES

Sl 3 FaQros af At it RrRTert e U Feald qEanTe 7 Ig TN gl TAT § T 397 § Iaq

ot 3 wra 3TN o forw G fEfawto, e siw e i wfafig w3 [T s awra @
ATTLTF AT THIAM g,
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A, A, FralT TR, I (9=t Arata i et F sram a7 3iw siwfer e ywrae arsh
arfarfaam, 1940 (1940 F7 23) FT 4T 26F FT Y& RAT T TART Fd g0, M + Aenaartae
Fr T gaw @A SiUter T A= SUART & o et @i, BT st [ o I9ma '
TTaftg Fdl g |

[T, TF-11035/53/2014-FruhergeR]
Fae ST 9THT, T A=

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 762(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Nimorazole + Ofloxacin is likely to involve risk to human beings whereas safer alternatives
to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Nimorazole + Ofloxacin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
% faeett, 10 9T, 2016
T3, 763(3H).—F=o1 T TLHTT KT T 1T 21 147 ¢ B ufonnameRe + sweeanfae £t e

GIOF QAT AT F TN & AT ST Al AT g ol TATAAT 8, Tk IFq AT h e Tfhed
ITASH G,

3 =9 oo i e A g g fereras |t g Sti= & TS 8 S Sea faes |t i T
Feai a7 e 1 & o oivofer 3 are ® 7g amr € 66 zaer e e siter
GES

S 3 faQrus afafa it FRrRTert e 9% Feald JEanTe 1 Ig TN gl TA7 § T 397 & Iaq
Aot o " 3TN o forw e e, e siw e 1 wfafig w3 BT s awea 5
ATTLTF AT THIAM g,

A, A, FralT TR, I (9=t Arafa i et F sram g7 3iw siwfer o yora arh
arferfa, 1940 (1940 +T 23) #ir gWT 26%F FRT Yad ARRAT FT TIN Fd gU, THRpnwsRe +
SHA AT T T G G5 SHUTer T 7a ITAN o Toru et fafastor, e sfiw @awr aorm
T9TF | Iiafg Far g |

[FT. . ToF-11035/53/2014-r0rE]
Fad AT eTHT, TFT T
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 763(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Azithromycin + Ofloxacin is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Azithromycin + Ofloxacin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferET
s faeett, 10 W=, 2016
FT.3T. 764(3).—Fra T THL T Ig AT 2l 47 ¢ T wifaates + fefRemne it Faa g
TSI ST o TN & A9 S ] Ga¥T gid il GATaAT g, Taieh I AT o e Ao ITasd
2;

3 =9 oo i e A g g fereras |t g Sti= iy TS 8 S Sea faers |t i T
Fear a7 e 1 & 5o ofvofer 3 are & 7g amn o g TR zaer e e siter
GES

Sl 3 FAQras af At it RrRTert e U2 Feald qEanTe 1 Ig TN gl TA7 § T 397 & Iaq

Aot o wra 3TN o forw G Efawto, e siw e 1 wfaftig w3 Bfaafa s awea 5
ATTLTF AT THIAM g,

qdq:, A, FealT TCRIY, I (FATHT FIATT FT AR F ST 9T fT Aufdr v qoree arRft
srfert==H, 1940 (1940 T 23) T & 26% FIXT Y& ARAT T TAN Fd gU, THITFETA + ffdewie i
R g S sirafar 1 arae TR o oo s fafamton, e sie e aorre sare 7 wfafg
FLAT B |

[T, ¥. TFE-11035/53/2014-Frurg]
Fae ST QTHT, HYFT Hf=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 764(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Amoxycillin + Tinidazole is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;
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And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Amoxycillin + Tinidazole with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FrfergET
¢ faeett, 10 9T+, 2016
T3, 765(3N).—Fr= 1T TLHT FT Tg THTLTT gl 47 2 T stadiargaeti= + aufeanfesy i Faa

G HATST ST F TART § AT S 0 G 2 6 G9EaT &, Saih 39 i F qIerd stqsen
ITAH G,

3 =9 fowr i e a3 A fereres || g Sti= it TS 8 307 e fadros | T o
Fear R & g AR £ & 3 S sirofar 3 e § =g amn w8 5 gaewr e HiEahy st
T &,

A 3o fareres afata it [Rrerfent o e 9% ekl SR T A8 THTTE 21 14T 8 O a0 ¥ I
sirorfer % | 37T o foru faerare fafamtor, faerr sie faawr =i wfafog we ARt wwr awfea &
AFTF 3T THIAI g;

qA:, A, FealT GLHTE, IFa (9w afufa £ et F swame a7 siufer siv ywmra arft
arferfa, 1940 (1940 T 23) & &I 26%F T Y& KAl F YART FId gU, STFdiarsFT +
Jafnfeedy £ Fag goe daree siufer w1 ama TR % oo Gt @fawto, Gw siv faeor
TewRTA T | THATg Fdl g |

[FT. . ToF-11035/53/2014-r0r]
g AT eTHT, TFT qia

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 765(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Doxycycline + Serratiopeptidase is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Doxycycline + Serratiopeptidase with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
T2 faeett, 10 9T, 2016

FT3A. 766(3F).—FaiT TLHIT KT Tg THTLTT 2 747 g oF Atk + Saroeneriae v
G SATSIH ST 3 TANT § AT (1A Hl @Al g ol TATEAT §, STt SFq AT h e e
STAEH &,

S =9 o i e a3 A s ||t g Sti= it 915 8 37 e fadros ||t =
Fear geRT & g A 1 & 5 S sirfar 3 e § =g qmn w8 5 geer e Ay st
T €

A I fareros wfata it Rrerfvent o Sreme 9% ekl SR T Ag THTTE 21 AT 8 O S ¥ I
sirorfer % | 37T o foru faerare fafatr, faerr sie faawr #ir wfafug we At wwr g &
AFTF 3T THIAI g;

A, A, FralT TR, I (F9rast Arata Fr et F sram a7 i siwfer e y=ra arsh
arfarfaTm, 1940 (1940 FT 23) #¥ &IT<T 26% FIT Tacd ARAT FT TART Fd g0, AfpaftT + Aot
Fr T gIw @A SiUter A g9 SUART & o fFemard A, BET st [ aore g9ma '
gTaftg Fdl g |

[FT. . ToF-11035/53/201 4]
Fad AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 766(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Cefixime + Levofloxacin is likely to involve risk to human beings whereas safer alternatives
to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Cefixime + Levofloxacin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
s faeedt, 10 9T, 2016

FTAT. 767(N).—F-217 HLHRR F1 T AU 21 0§ 6 Aot + dgfAesie + o=
ufdRe it Foa ga e Sofd F Y= § 9199 S{ia| w1 @a7T g i S9EET g, Tafeh 39 st F
AT AT ITAH 2,

3 =9 o i e a3 R s || g Sti= it 915 8 307 e fadros ||t o
Fear aehre i A e Y & sea ofrafar 3 e ® wg amn o g 66 zeer w Sheh sifer
T €
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S 3 faQras af At it RrRTert e U2 Feald qEanTe 1 Ig TN gl A7 § T 397 § Iaq
Aot o wra 3TN o forw G fEfawto, e siw fEaer i1 wfafig w3 Bfeafa s aswRa @
ATTLTF AT THIAM g,

A, A, FealT TCRIY, IFd (FTHT FIATT FT R F ST 9% fi¥ iufdr sfiv Jore« arRft
srterfea¥, 1940 (1940 +T 23) & gT 26%F FWRT Jacd Rl & TIN Fd gU, ABAFEIET +
AgiRerie + R wffiee it Faa gaes gare siufer 1 9w 3w & forg et f@fawt, G e
forqvor aehter gama & wfafvg vt 81

[T, ¥. T-11035/53/2014-Frurge]
Fae ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 767(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Ofloxacin + Metronidazole + Zinc Acetate is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Ofloxacin + Metronidazole + Zinc Acetate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
T2 faeett, 10 9T+, 2016

FLAT. 768(H).—F<1T TTHT FT Tg THTU 2l 7 ¢ F STghdrrgee + TEIEd +
RISIEN 1 [F9d g FATe siuler & YA & q19a S{ad & Gal gid 6l G99l g, Satdh 3%
STITer o LT SAFHeT ITAH g,

3 =9 oo i e A g g fereras |t g Sti= iy TS 8 S Sea faes |t i T
FealT aeRTe T A e f1 & FF 5o ofrofer 3 are & 7g amr g TR zaer e e siter
GES

A 3R fareros afata it Rrerfvent o e 9% ekl SR T A8 THTTE 21 14T 8 R S ¥ I
sirorfer % | 37T o foru e fafamtor, e sie faawr =i wfafug we At ww awfga &
ATFLTF AT GHIAM ¢,

qq:, A, FealT LR, Iaq fFoos afgfa £ Frerfen = e 97 &7 siufar sie yoras arf
srfarfaam, 1940 (1940 =T 23) FT &9TT 26% FIT Ja<d ARRAT FT TINT FJ g0, STShATITEAE + TEIaTE
+ RIS & Faa g S sirafer &1 /e 37T & forw e fAfaatorn, G sie Bar
TR T | THATg Fdl g |

[T, ¥. TF-11035/53/2014-Frurg]
Fae ST STHT, HYFT Hf=a
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 768(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Diphenoxylate + Atropine + Furazolidone is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Diphenoxylate + Atropine + Furazolidonee with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
S faeett, 10 9T, 2016

L3, 769(3).—FvxlT TLHIT FT A THTLTT 27 747 & 7 wRpehTSier oaie, ThrnarsiRa aee
AR AR 2awe Y G e Ft [ g e fufar F J=mr & /g sftad 1 gqwq g i
TATAAT ¢, STATeh 3Fd ST F AT TTFeT ITAH 2,

S =9 fowr i v a3 A fereresr || g Sti= it 915 8 307 39 fadros ||t o
Fear geRe & g AR £ & 3 S sirofar 3 g § =g amn w2 5 gaer e HiEay st
T €

A IR fareros afata it Rrerfvent o e 9% ekl SR T A8 THTTE 21 14T 8 O a0 ¥ I
sirorfer % | 37T o foru e fafamtor, e sie faawr «ir wfafug we ARt ww awfea &
AFLTF 3T THIAI g;

qd:, N, FealT TR, IFq [FA0sT qafa i e e 9% $iw sfiufdr sie yoras arft
srferfaae, 1940 (1940 =T 23) &I 4T 26%F FNRT Y& RAl & YART Fd gU, TSI 9L,
TREATRRE dede sk AfRenie daxe fit @995 fe i Faa gos 9o sfiufd F7 a9 37 &
foru et fafamtor, R sie e g yame 7 yRftg wwh 2

[FT. . ToF-11035/53/2014-0rE]
Fad AT STHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 769(E).—Whereas, the Central Government is satisfied that the use of the drug Combikit of
Fluconazole Tablet, Azithromycin Tablet and Ornidazole Tablets is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;
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Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug Combikit of
Fluconazole Tablet, Azithromycin Tablet and Ornidazole Tablets with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FrfergET
T2 faeett, 10 9T+, 2016
T, 770(3F).—FwaiT TR AT Tg THTLTE 27 37 2 o Rrermaear®e + BastaredersT i

A g " SiUter % YN | ’IAd Sad il GaT gid il GATEAT &, STarh S Siurer & qierd
AT ITAH &,

S =9 o i e a3 A s ||t g Sti= it 915 8 ST e fadros ||t o
Fear R & g AR £ & 3 3o sirofar 3 g § =g amn w8 5 gaer e HiEahy site
T &,

A IR fareroe wfatfa it Rrerfvent o e 9% ekl SR T Ag THTTE 21 AT 8 T S ¥ I
sirorfer 3 | 37T % foru e fafamtor, faerr sie faawr =i wfafug we At wwr awfga &
AFLTF AT GHIHM ¢,

qA:, A, Fea T GLATE, IFa (A9 afufa £ e F e ux &7 siufer siv ywmra arft
arferfaae, 1940 (1940 +T 23) FT 9T 26% FRT Tacd ARRAT &1 AN Fd gU, RArweaarasT +
FATATEARTEA At g @S siufer &7 ara 3wt & foru s ARt e s fae
TewRT TATT | T Fdl g |

[FT. . ToF-11035/53/2014-r0rE]
g AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 770(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Ciprofloxacin + Phenazopyridine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Ciprofloxacin + Phenazopyridine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FrfergET
T2 faeett, 10 9T, 2016

FLA. 771(A).—F=1T TCH F A qO14= 27 17 2 F wfafaftm + seemaem +
Jufftedy i Foa gare @aee fiufd F T390 & /e shad #7 @awr g it §9EET §, Saih 3F
rofer 3 AT SAqFheT ITAH 2,

3 =9 fowr i e a3 A fereres || g Sti= it 915 8 307 e fadros |t o
Fear T R & g AR £ & 3 S sirofar 3 e § =g qmn w8 5 gaer e HiEay site
T &,

A IR farerosr wfata it Rrerfent o e 9% ekl SR T A8 THTTE 21 14T 8 O S ¥ I
sirorfer % | 37T o foru e fafator, faerr sie faawr =i wfafug we ARt wwr e &
AFLTF 3T THIAI g;

qA:, A, Fea T GLHTY, IFa (A9t gfufa £ e g a7 siufer sfiw ywmrae arft
arferfa, 1940 (1940 +T 23) #ir gWT 26% FRT Yad ARRAT FT TIN Fd gU, THIRGRA +
TrgFEaTRfeA + qufeaufesw i ffaa g daee sirafer &1 ar9a 37T % forg fasraret fafam,
e s A aea wame 7 shftg w2 |

[FT. . ToF-11035/53/201 40|
Fad AT OTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 771(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose combination
of Amoxycillin + Dicloxacillin + Serratiopeptidase is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Amoxycillin + Dicloxacillin + Serratiopeptidase with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FrfergET
2 fawett, 10 9T, 2016

AT, 772(3).—wa T LT FT Tg THTIT & TAT 2 o TEHTERA + GRaeaaTsy S =aq
GIF FATSI ST F TINT & AT SHAT @A g i TATEAT &, STafeh IFq AT F LT SAHeT
ITASH G,

3 =9 oo i e e g g fereras st g Sti= i TS 8 S Sea faeros |t i T
FearT a7 e 1 & F s ofvofer 3 9 § 7g amr o € TR zaer e e siter
GRS
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S 3 faQras af At it RrRTert e U2 Feald qEanTe 1 Ig TN gl A7 § T 397 § Iaq
Aot o wra 3TN o forw G fEfawto, e siw fEaer i1 wfafig w3 Bfeafa s aswRa @
ATTLTF AT THIAM g,

A, A, FealT TCRIY, IFd (FTHT FIATT FT R F ST 9% fi¥ iufdr sfiv Jore« arRft
srterfeae, 1940 (1940 +T 23) #ir gWT 26%F FRT Tad AHAT FT TAN Fd gU, THRENwTRRE +
ARIIETFASH 0l Haq G FAS SHUte 7 /e ITART & fow Gerard Gfamion, G s g
TR T § THATg FLdl g |

[T, ¥. TF-11035/53/2014-Frurg]
Fae AT AT, HYF H=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 772(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Azithromycin + Cefpodoxime is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Azithromycin + Cefpodoxime with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
T2 faeett, 10 9T+, 2016

HTAT. 773(H).—Fr< 1T T HT Tg THTHTT gl 3T & T fereirehT + Fnfeasiier + Arher e +
AT AT T g S shufE F TIET F AHa Shad T @awr g i  9TEET 8, Sath 3ad
Srfer 3 AT SATHeT ITAH 2,

S =9 oo i e a3 R fereros ||t g Sti= it TS 8 30T e fadros ||t o
Fear geRe & g AR £ & 3 3o sirofar 3 g § =g amn w2 5 gaer e HiEay st
T €

A IR fareros afata it [Rrerfvent o e 9% ekl SR T A8 THTTE 21 14T 8 O S I
sirorfer % |ea 37T o foru e fafamtor, e sie faawr & wfafug we At wwr awfea &
AATF 3T THIAI g;

A, A, Frold HLHIL, IFd (AT AT T RIS o SMUTT 97 A Siufer T Tava g’
arfarfaTm, 1940 (1940 =T 23) FT 4T 26%F FET Tacd ARRAT FT TART Fd g0, Foretha + Fifeasi +
ARAFATIRT + FFARAITEN 6T 7 geres G siufer 1 qr9a 37 & forw ferars ffamtrn, G
S faaor qehter woma & gfafig Fedr 2

[FT. . ToF-11035/53/2014-r0r]
Fad AT &THT, TFT T
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 773(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Lignocaine + Clotrimazole + Ofloxacin + Beclomethasone is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Lignocaine + Clotrimazole + Ofloxacin + Beclomethasone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
s faeett, 10 W, 2016
AT, T74(3H).—Fe5 1T TLH T Tg A1 21 7147 & 6 Ry + RRsitee it faa g
TSI ST o TN & A9 (A ] Ga¥T gid il GATIAT g, Taieh I AT o e Ao ITasd
2;

3 =9 oo i e A g g fereras st g Sti= & TS 8 S Sea faes |t i T
Fear a7 e 1 & 5o ofvofer 3 are ® 7g amr g TR zaer e Sheeh siter
GES

A I Taeros wiata &t [Rerien o e 9 ekl TR T Tg THTETE g1 747 & o <o 7 3o

Aot 3 wra 3TN o forw G fEfawto, e siw e i1 wfafig w3 [faafa s aea 5
ATTLTF AT THIAM g,

qq:, A, FealT TCRIY, I (FOTHT FIATT FT AR F ST 9% 3fT iufdr v qoree arRft
srfarfam, 1940 (1940 =T 23) F 9TXT 26% FIT Tacd ARAT T TAN F:d gu, Regearsw + s
#r o gaw |99 sfiuter w7 99 39T & o et AR, G siv B o g9ma @
gfafug Fdr g |

[T, ¥. TF-11035/53/2014-Frurg]
Fae ST QTHT, HYFT H=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 774(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Cefuroxime + Linezolid is likely to involve risk to human beings whereas safer alternatives
to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;
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And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Cefuroxime + Linezolid with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FrfergEeT
T2 faeeft, 10 9T+, 2016

FA. 775().—F=T TR FT Tg TATE a7 7 ¢ & Aty + aHemne + S
Rafaf@e £ Fag g g9 fufar F w=TIRr & aea sitad @1 gawr g & J9mEEr 8, Sath 39
Sy 3 qRferT e SuTed §;

S =9 fowr i e a3 A s || g Sti= it 915 8 307 e fadros | T o
Fear geRe & g AR £ & 3 S sirofar 3 e § =g amn w8 5 gaer e HiEahy st
T €

A 3R fareros afata it [Rrerfvent o e 9% ekl SR T A8 THTTE 21 14T 8 O S ¥ I
sirorfer 3 | 37T o foru e fafamtor, e sie faawr #ir wfafug we At wwr g &
AFTF 3T THIAI g;

qA:, A, Fea T GLHTE, IFa (A9t afufa £ e F swame ux &7 siufer sfiw ywmra arft
arfarfaam, 1940 (1940 T 23) #T 9T 26 FIT Y& <RI FT TANT F2d U, MGAIFETRT + ARSI
+ i e[ £ Fag gres e siufer w1 e svarn F oo e [t B siv B
TewRT T | THATg Fdl g |

[FT. . ToF-11035/53/2014-r0rE]
Fad AT eTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 775(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Ofloxacin + Ornidazole + Zinc Bisglycinate is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Ofloxacin + Ornidazole + Zinc Bisglycinate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FrfergET
T2 faeett, 10 9T, 2016

FTIA. 776(3H).—F~=T TR FT AZ TATATT & TAT & T ASIAeie + Aot i Faa
I HAST AT F TART § A S 0 G 2 6 G91EaT g, Saih 39 iy F qerd siqsen
STAEH &,

S =9 oo i e a3 A fereres ||t g Sti= it 915 8 307 e fadros | T o
Fear T geRT & g AR 1 & 3 S sirofar 3 e § =g qmn w8 5 gaer e HiEahy st
T €

A I fareros wfata it Rrerfvent o Sreme 9% ekl SR T Ag THTTE 21 AT 8 O S ¥ I
sirorfer % | 37T o foru faerare fafatr, faerr sie faawr #ir wfafug we At wwr g &
AFTF 3T THIAI g;

qA:, A, Fea T GLHTY, IFa (A9rwsr gfufa £ Rrerfeert F swame a7 siufer sfiv yw\rae arft
arferfae, 1940 (1940 &1 23) &I 4T 26F FNT Yacd ARAl & YART Fd gU, AT +
AT T 7 g g sfufar &1 7 Iwanr % oo Reward Bfemt, G sie R
TeRTA T F THATg Fdl g |

[FT. . ToF-11035/53/201 40|
Fad AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 776(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Metronidazole + Norfloxacin is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metronidazole + Norfloxacin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FrfergET
T2 faeett, 10 9T+, 2016

BT, 777(3H).—F=1T TLHT HT I AT 27 747 2 F unfafatem + smgwaea & faa
G HAST AU F TART § /AT S 0 G 2 60 G91EAT 8, Saieh 39 iy F qerd siqsen
ITAH G,

3 =9 o i e a3 R s ||t g Sti= it TS 8 307 e fadros ||t o
Fear T geRT & g e £ & 3 S sirofar 3 e § =g amn w8 5 gaer e HiEay site
T €
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S 3 faQras af At it RrRTert e U2 Feald qEanTe 1 Ig TN gl A7 § T 397 § Iaq
Aot o wra 3TN o forw G fEfawto, e siw fEaer i1 wfafig w3 Bfeafa s aswRa @
ATTLTF AT THIAM g,

A, A, FealT TCRIY, IFd (FTHT FIATT FT R F ST 9% fi¥ iufdr sfiv Jore« arRft
srfarfeam, 1940 (1940 7 23) ¥ &7 26% FIT Taed AT T TINT Fed g0, TR + g
Fr o o |9 sfuter w7 99 TR & o st AR, G siv B T g9 @
gfafug el ¢ |

[T, ¥. TF-11035/53/2014-Frurg]
Fae ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 777(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Amoxicillin + Bromhexine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Amoxicillin + Bromhexine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
% faeett, 10 9T, 2016

FLAT. 778(3).—F=1T TR & Ig FATIE 21 747 & & RadeewafEe + wqfesmae +
TR + AR ft Fea g g siufer F 928 § 999 Staq # @qeT g S G978 T 2,
et S SOfer F R AT sy

S =9 fowr i e a3 R fereres ||t g Sti= it 915 8 307 Sea fadros ||t o
Fear T geRe & g A £ & 3 S sirofar 3 e § =g amn w8 5 gaer e HiEahy st
T €

A IR fareroe afata it [Rrerfvent F e 9% ekl SR T A8 THTTE 21 14T 8 O S I
sirorfer % | 37T o foru e fafamtr, faerr sie faawr #ir wfafug we At ww g &
ATTLTF AT qHIAM ¢,

qd:, T, FealT TR, Iaq [FA0usT qafa i e e 9% e sfiufdr sie yaras arft
arferfaae, 1940 (1940 F7 23) T =T 26F T Yacd RAl F TAN Fd g0, FRaaeanas +
wfewEE + FAfeAsie + AR & g gos dee siufe &1 9wa 3o F oo e
frfamtor, B it Ao g yae 7 aiftg w2 |

[FT. . ToF-11035/53/201 4]
Fad AT OTHT, TFT T
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 778(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Ciprofloxacin + Fluticasone + Clotrimazole + Neomycin is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Ciprofloxacin + Fluticasone + Clotrimazole + Neomycin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FrfergET
T2 faeett, 10 9T, 2016

FLIA. 779(3N).—Fw=1T ATHT FT I UL 21 07 ¢ FF AifAemier + gmmsfem £ Faa
I HAST AT F TR § AT S 0 G 2 60 G9EaT 8, Saih 39 Arofed F qIerd sqsen
ITAH G,

3 =9 o i e a3 A fererasr || g Sti= it 915 8 37 e fadros ||t o
Fear geRT & g AR £ & 5 s sirofar 3 e § =g amn w8 5 gaer e HiEahy st
T €

A 3o fareres afata it Rrerfvert F e o ekl SR T A8 THTTE 21 14T 8 O S ¥ 39
sirorfer % | 37T o foru e fafamtr, faerr sie faawr =i wfafug we At wwr e &
ATFLTF AT GHIHM ¢,

A, A, FralT TR, I (9= Arata i et F sram™ a7 i siwfer e y=ra arsh
arfarfaTm, 1940 (1940 FT 23) F¥ &T=T 267 T Y& ARRAT FT TN Fd g0, AT + AT
Fr T gaw @A SiUter A g9 SUART & o et A, BET st [ o I9mE '
TG Fdl g |

[FT. . ToF-11035/53/201 40|
Fad AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 779(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Metronidazole + Tetracycline is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;
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Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metronidazole + Tetracycline with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
% faeett, 10 9T, 2016

FTT. 780(H).—Fe= 1T TLTHTT FT T2 AUTYTT 21 747 2 7 Jwefe + AR + Ishaene
T R G FATSIT AU 3 TART F A9 S il Ga<l g i S¥TadT &, St Iad siuier & qrerd
AT 3T ¢,

S =9 o i e a3 A fereres ||t g Sti= it 915 8 307 e fadros | T o
Fear T geRT & g A £ & 3 S sirofar 3 e § =g amn w8 5 gaer e HiEay st
T €

A I fareree At it Rrerfvent o e 9% ekl SR T A8 THTTE 21 14T 8 O a0 39
sirorfer % | 37T % foru e fafatr, faerr sie faawr =i wfafug we ARt ww awfea &
ATFLTF AT GHIAM ¢,

A, A, FralT TR, I (F9rast Arata i et F swam a7 siw siwfer e yorae arsh
arfarfaTm, 1940 (1940 1 23) T °TRT 267 FTXT Tacd ATRAT T TINT FXd g0, Ahrafaad + fRawmeRe +
e & = g g9 siuter 7 a9 37 % forw e fafamtn, e s Ao g
T | Iiafg Far g |

[FT. . ToF-11035/53/201 40|
Fad AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 780(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Cephalexin + Neomycin + Prednisolone is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Cephalexin + Neomycin + Prednisolone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeedt, 10 9T, 2016
T3, 781(H).—Fr< 1T LT FT Tg THTLTT 2l 37 & T wionnwmsiRe + wwsieaae i Faa gas
TSI ST o AT & q19a S(a ] Ga¥l gid Sl GATaHT g, ST IFT SA0Te o e Tqahed ITase
G

ST =9 faw & e ge g Aegea faers afafa g sti= i e g s g faows afafa T
Fear T R & g A £ & 3 S sirofar 3 e § =g qmn w8 5 gaer e HiEahy st

SELECH

A IR farere At it Rrerfvent F e 9% ekl SR T Ag THTTE 21 14T 8 O S ¥ I
sirorfer % | 37T o foru ferare fafamtr, faerr sie faawr =i wfafug we At wwe aewfea &
AFATF T THIAI g;

A, A, Frald AR, IDd (AT AT T FRIREI F ST 9T 37T oTer T Taree arenRft
arfarfaam, 1940 (1940 =T 23) FT 9T 26F FT Y& ARRAT FT TIN Fd g0, TonnumsRe + v«
T T gIw @A SiUter A g9 SUART & o At A, BET s [ o g9mE '
gTaftg Fl g |

[FT. . ToF-11035/53/201 40|
g AT eTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 781(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Azithromycin + Ambroxol is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Azithromycin + Ambroxol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
T2 faeett, 10 9T+, 2016

FIIA. 782(3N).—F~<1T TTHT FT T2 q914T 2 17 2 o Refafeass + & affame +
AN SRee T = gy Gar sfufer & Y3 § 99 sita i @ar g il FA7aET 8, Jafh 3Fd
Srofer 3 G SAqFheT ITAH 2,

3 =9 o i e a3 A fereres ||t g Sti= it 915 8 307 e fadros || o
Fear T geRT & 78 AR 1 & 3 3o sirofar 3 e § =g amn w2 5 gaer e HiEay st
T €
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S 3 FaQras afafa it RrRrert e U Feald qEanTe 1 Ig TN gl AT § 1o <97 § I
Aot o wrea 3TN o forw G fEfawto, e siw faaer i1 wfafig w3 Bfaafa s awra @
ATTLTF AT THIAM g,

A, A, FealT TR, I (F9rus qrata F Fwrfert F areamw a7 i sfiwfy o s arshy
srterfeae, 1940 (1940 FT 23) Hit gT 26%F T Tacd TRdl 1 TI0 Fd gu, RefRfRursT + agme«
glAeAe + A SRee il [Had G HaISI Siufer 7 §19d ITART & forw fEwars fafamin, B i
foraqvor aehter gama & wfafvg it 8

[T, ¥. TF-11035/53/2014-Frurg]
Fae ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 782(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Cilnidipine + Metoprolol Succinate + Metoprolol Tartrate is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Cilnidipine + Metoprolol Succinate + Metoprolol Tartrate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
s faeedt, 10 9T, 2016

I, 783(3).—F~=1T TTHT FT Tg AUTLT 27 747 2 7 uo-ukfmme + Reenfeer 1 g
G GATSIH ST 3 AN § AT (1A il @Al g =l TATEAT §, STt SFq AT h e Aqahed
STAEH &,

S =9 fowr i e a3 A fereres ||t g Sti= it 915 8 307 e fadros ||t o
Fear T geRT & g A £ & 3 S sirofar 3 e § =g amn w8 5 gaer e HiEay st
T €

A 3o farerosr At it [Rrerfvent F e 9% ek SR T A8 THTTE 21 14T 8 T S ¥ 39
sirorfer % | 37T o foru faerare fafamtr, faerr sie faawr «ir wfafug we At wwr awfea &
ATFLTF AT GHIHM ¢,

qA:, A, Fea T GLHTY, IFa (A9rwsr gfufa £ e F swame a7 siufer siv ymrae arft
arferfaare, 1940 (1940 FT 23) #T &TT 267 FTT Y& LRIl & TIRT FLd U, TA-ULRIATET + Reeiee
Fr T gIw @A SiUter T g9 SUART & o et A, BwT st [ o g9mE '
TTaftg Fl g |

[FT. . TF-11035/53/2014-Sr0rE]
Fad AT OTHT, TFT T
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 783(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of L-Arginine + Sildenafil is likely to involve risk to human beings whereas safer alternatives
to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of L-Arginine + Sildenafil with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
2 fawett, 10 9T, 2016

T3, 784(H).—Fr= 1T TLHIT F AZ THTHE gl AT § o gerRareefed + fHerfdw i3 + wifes
it + R & 12 + sl it e gus ST swte F TR F 7 Stad w®  q7T g o
TATAAT &, STATeh 3% ST o AT AT ITAH &,

3 =9 oo i e A g g fereras |t g Sti= i TS 8 S Sea faes |t i T
FealT a7 e 1 & 5o ofvofer 3 are & 7g amr g TR zaer e Sheeh siter
GES

S I FaQras af At it RrRTert e U Feald JEanTe 1 Ig TN gl AT § T 397 & Iad
Aot 3 wraa 37T o forw e e, e siw e 1 wfafig w3 Bfeafa s asea 5
ATTLTF AT THIAM g,

qAq, A, Fea 1T GLHTY, IFd (Awst afufa £ et F g a7 siwfer sfiv s\ arft
srfert==®, 1940 (1940 T 23) T g 26%F T Tad ATHAT T TANT FLd gU, TeRareeted + et €13
+ Hifers Ufe + Refia ff 12 + srsderii= ff Foa gos §aee siofd #1937 F o fEemarT
fafawTor, A siv [T aerma TaTa | Tidfug Fdl g |

[T, ¥. TF-11035/53/2014-Frurg]
Fae ST QTHT, HYFT A=

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 784(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Atorvastatin + Vitamin D3 + Folic Acid + Vitamin B12 + Pyridoxine is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;
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And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Atorvastatin + Vitamin D3 + Folic Acid + Vitamin B12 + Pyridoxine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
s faeett, 10 9T, 2016
T3, 785(37).—Fva T TLHIT FT Tg THTLTT & AT g o ASHIHA + CERATR A Hil 77 gom
TATSI ST o YA & q19a (A ] Ga¥l gid Sl AT g, ST SFT AT0Te o e Thed ITase
G

3T =9 faw & e ge g Aegea frers afafa greo sti= i e g s g faows afafa
Fear T geRT & g AR 1 & 3 S sirofar 3 e § =g qmn w8 5 gaer e HiEay st

SELECH

A IR fareree afata it [Rrerfvent o e 9% ekl SR T A8 THTTE 21 14T 8 T S ¥ I
sirorfer % |ea 37T % foru e fafamtr, faerr sie faawr =i wfafug we ARt wwr g &
AFTF 3T THIAI g;

A, A, FralT TR, I (F9rast Arata i Fwriert F sram g7 siw sfiwfer e yorae arshy
arfarfaTm, 1940 (1940 1 23) F¥ &I 267 T Ta<d TRAT FT TINT FXd g0, ASHITHT + TERATER A FF
Rra g S st &1 ara TR # forw fasmared fafamtorn, fer sie e e gara 7 gfafog
FLAT S |

[FT. . ToF-11035/53/201 40|
g AT eTHT, TFT q=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 785(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Metformin + Atorvastatin is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metformin + Atorvastatin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
T2 faeett, 10 9T, 2016
1.3, 786(3T).—F 1T ALK & Jg qHTLTE &l 47 ¢ T faemmsm + Hfewadds &t Faa go=
TSI ST o AT & q19a S(A ] Ga¥l gid Sl GATaAT g, ST IFT A0Te o FIIerd sTahed Iqase
G

3T =9 faw & e e g Aegea faers afafa greo sti= i e g s g9 faows afafa
Fear T geRT & g A £y & 3 S sirfar 3 e § =g amn w8 5 gaer e Ay st

SELECH

A IR farerosr At it [Rrerfvent F sreme 9% ekl SR T Ag THTTE 21 14T 8 O S 9
sirorfer % | 37T o foru ferare fafamtr, faerr sie faawr =i wfafug we At wwe aewfea &
AFATF T THIAI g;

A, A, Frald TR, I (F9rast Arata i et F sram a7 siw siwfer e y=ra arsh
arfarfaTm, 1940 (1940 F7 23) FT 4T 26% T Y= ATRAT FT AN 2 g0, faemmsfRm + Hfenada
Fr T gIw | SiUter T g9 SUART & o fFemard A, BwT s [ Joee 9mE '
Tiaftg Fdl g |

[T, . ToF-11035/53/201 40|
Fad AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 786(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Clindamycin + Telmisartan is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Clindamycin + Telmisartan with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FrfergET
T2 faeett, 10 9T+, 2016

FLAT. 787(A).—F21T LRI FT Ig I & 747 2 fF Aqwaea + grRsaariRame +
FARIIR T Rad g Fare sfiufer o S0 & 9199 sfad & gaqeT g 6 G991 §, STath 39
ey 3 i e SuTed ¢

S =9 v i e a3 A fereres ||t g Sti= it 915 8 37 e fadros | T o
Fear T geRT & g AR £ & 3 3o sirofar 3 g § =g amn w8 5 gaer e Ay st
T &,
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S 3 faQras af At it RrRTert e U2 Feald qEanTe 1 Ig TN gl A7 § T 397 § Iaq
Aot o wra 3TN o forw G fEfawto, e siw fEaer i1 wfafig w3 Bfeafa s aswRa @
ATTLTF AT THIAM g,

A, A, FealT TCRIY, IFd (FTHT FIATT FT R F ST 9% fi¥ iufdr sfiv Jore« arRft
srtefeaw, 1940 (1940 &1 23) T &1 26% FRT Yacd ARKAT F TAN Fd gU, AAAERA +
RS IFAIITRATRE + FAIRATEIN il [49d G0 SIS Sufer 7 77 3940 & forg foerare f@fami,
foera sfiT Aaer aenta w91 § Siaftg Fdr g |

[T, ¥. TF-11035/53/2014-Frurge]
Fae ST STHT, HYFT Fi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 787(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Olmesartan + Hydrochlorothiazide + Chlorthalidone is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Olmesartan + Hydrochlorothiazide + Chlorthalidone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
% faeett, 10 9T, 2016

F3AT. 788(3N).—Fv= 7T TLHTT T AZ THTT 27 747 2 FF To-5-AoTeeieetgrasve hieaay +
ufResT it o gere SIS Siuer F TART & /A Saq w7 G gid 6 AT §, STafh I ot
= AT TTHeT ITAH 2,

3 =9 o i e a3 A fereros ||t g Sti= it 915 8 307 S fadras ||t o
Fear T geRe & g R £ & 3 3o sirofar 3 e § =g amn w8 5 gaer e HiEay st
T €

A IR fareree At it [Rrerfent °F e 9% ekl SR T Ag THTTH 21 14T 8 O a3
sirorfer % | 37T o foru e fafamtr, faerr sie faawr =i wfafug we ARt ww@ awfea &
ATTLTF AT GHIHM ¢,

qd:, N, FealT TR, Iaq [FA0ust qrafa i e e 9% e sfufdr sie yoras arft
afefaaw, 1940 (1940 #1 23) H oWT 26F FT Yacd ARRAT F TIN Fd gU, TA-5-
AYTEETRIES e Hfeaaw + TR it fA=a g s sifer 7 /e 37T  forg At
frfamtor, B it Ao g yae 7 alftg w2 |

[FT. . ToF-11035/53/201 40|
Fad AT eTHT, TFT T
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 788(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of L-5-Methyltetrahydrofolate Calcium + Escitalopram is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of L-5-Methyltetrahydrofolate Calcium + Escitalopram with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
s faeett, 10 W, 2016
3T, 789(3H).—Fri T TLHTL T AZ THTLTT 2T TAT & 5 BiewreTad + NAASTEA 6t Foa g
TSI ST o TN & A9 (A ] Gl gid il GATIAT g, Taieh I AT o e Ao ITasd
2;

3 =9 oo i e A g g fereras st g sti= i TS 8 S Sea faers |t i T
FearT a7 7 e 1 & s oivofer 3 are ® 7g amr g 66 zaer e e siter
GES

S 3 Faaras af At it FRrRTiert e U Fieald JEanTe 1 Ig TN gl TA7 § T 397 § Iad

Aot o wra 3TN o forw G fEfawto, e siw e i1 wfafig w3 BT s aea 5
ATTLTF AT THIAM g,

qA:, A, Frx T TR, IFT (ST AT T RT3 SATemT 9% Sii¥ iy T TAree qaunR’
srferfam, 1940 (1940 T 23) #T 9T 267 FTRT Y& TRAT T THNT Fd g0, BIhISTRA + TIHATSITE hr
R gk S st 1 aree TR o oo fEsmeed fafamton, ek sie e aorre sare 7 gfafig
FLAT B |

[T, ¥. TFE-11035/53/2014-Frurg]
Fae ST QTHT, HYFT Hf=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 789(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Pholcodine + Promethazine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;
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And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Pholcodine + Promethazine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
s faeett, 10 9T, 2016
1.3, 790(3).—Fva T TLHT FT Tg THTLT g7 747 & T Jqfere + Tiesnes & Faa go
TSI ST o AN & q19a S(a ] Ga¥l gid &l GATaT g, ST IFT AT0Te o e e ITase
G

37 =9 faw & e e g Aegea frers afafa g sti= & e g s g faows afafa
Fear T R & g AR £ & 3 S sirofar 3 e § =g qmn w2 5 gaer e =iy st

SELECH

A 3o fareres afata it [Rrerfent o e 9% ekl SR T A8 THTTE 21 14T 8 O a0 ¥ I
sirorfer % | 37T o foru faerare fafamtor, faerr sie faawr =i wfafog we ARt wwr awfea &
AFTF 3T THIAI g;

A, A, FralT TR, I (F9ras Arafa i et F sram a7 i siwfer e yorae gl
srfarf==rT, 1940 (1940 FT 23) F¥ 41T 267 FTT Tacd 2IRAT AT TN F2d g, YIS + AT 7
R g S st 1 ara TR F forw faswared fafamtorn, e s e aore gara 7 gfafog
FLAT S |

[FT. . ToF-11035/53/201 4]
Fad AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 790(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Promethazine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Paracetamol + Promethazine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FrfergET
T2 faeett, 10 9T, 2016
T, 791(37).—Fva T TLHTL FT Jg AT 21 37 ¢ T ferfger + Nan e e +

RaReres + fi@ew it =g gos S3ee siufer % T30 § 7\ S| fi @a<y g fit  §9TeET 2,
STarfeh IFd AT o AT SAqFeT ITAH g,

3T =9 faw & e gea g Aegea fers afafa greo sti= i e g s g faows afafa
Fear geRT & g AR £ & 3 S sirofar 3 e § =g qmn w8 5 gaer e HiEahy st

SELECH

A I fareroe At it Rrerfvent o e 9% ekl SR T A8 THTTE 21 14T 8 O S ¥ I
sirorfer 3 | 37T % foru e fafamtr, faer sie faawr =i wfafug we At e g &
AFTF 3T THIAI g

qA:, A, Fea T GLHTY, IFa (A9t gfufa £ e F e ux &7 siufer siv ywmrae arft
afarfaTm, 1940 (1940 1 23) F T 26F FT Tacd ARKAT FT TIN FId gU, Serigeers + [
faeiar waagae + fRanfRErs + A@ew & Faag gu= 99 siufa w1 am@a 3T # forg e
frfamtor, B it Ao g yae 7 aiftg w2 |

[FT. . ToF-11035/53/201 40|
Fad AT OTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 791(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Betahistine + Ginkgo Biloba Extract + Vinpocetine + Piracetam is likely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Betahistine + Ginkgo Biloba Extract + Vinpocetine + Piracetam with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FrfergET
T2 faeett, 10 9T, 2016
I, 792(H).—Frx 1T AL HT Tg G914 21 747 ¢ o RfEm + sragams smtasti= & =

G SATSIH ST 3 TANT & HIAS S(Taq il @Al g sl TATEAT &, STt SFq AT 6 e Aqahed
ITAH G,

3 =9 o i e a3 A s ||t g Sti= it 915 8 307 e fadros || o
Fear T geRT & g A £ & 3 S sirofar 3 e § =g qmn w8 5 gaer e HiEay st
T &,
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S 3 faQras af At it RrRTert e U2 Feald qEanTe 1 Ig TN gl A7 § T 397 § Iaq
Aot o wra 3TN o forw G fEfawto, e siw fEaer i1 wfafig w3 Bfeafa s aswRa @
ATTLTF AT THIAM g,

A, A, FealT TCRIY, IFd (FTHT FIATT FT R F ST 9% fi¥ iufdr sfiv Jore« arRft
arferfzre, 1940 (1940 #T 23) H 9T 26%F FT Ya<d fhdl F TART 7 g, RAflm + sregum=
FIATHS ol (AT G GAS Suter &7 q199 3TN & forg famware fafamton, e siv e aorme
TATT | TTA 05 Fal g |

[T, ¥. TF-11035/53/2014-Frurg]
Fad ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 792(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Cetirizine + Diethyl Carbamazine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Cetirizine + Diethyl Carbamazine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
% faeett, 10 9T, 2016

FT3T. 793(3N).—F=2 19 TLHTT T T TATATT 27 797 2 5 Srrfiars + qrrdierwdfi= + 3w
T + IufRerme Fit Faa gas G siufer F TR § 9199 S| w1 gqT g i G918 8, et
I SArOfer F AT AT IUeTed &

S =9 fowr i e a3 A s ||t g Sti= it 915 8 307 e fadras ||t o
Fear geRe & g AR £ & 3 S sirofar 3 e § =g amn w8 5 gaer e HiEay st
T €

A 3R farero At it [Rrerfvent o e 9% ekl SR T A8 THTTE 21 AT 8 O w9 ¥ I
sirorfer % | 37T o foru faerare fafamtr, faerr sie faawr =i wfafug we ARt ww g &
ATTLTF AT GHIHM ¢,

qA:, A, Fea T GLHTY, IFa (A9t afufa £ e F swam ux &7 siufer sfiw ywmrae arft
srfarf=rT, 1940 (1940 FT 23) F¥ T 26% FIT Y& RFAT HT TINT Fd g0, SHANAAT + TS
+ A%fAfRE e + IaReEme ft g g g shufdr 1 7ma 37 & oo Bt e,
e s Ao aea wame 7 yhfvg w2 |

[FT. . ToF-11035/53/201 40|
g AT STHT, TFT T
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 793(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Doxylamine + Pyridoxine + Mefenamic Acid + Paracetamol is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Doxylamine + Pyridoxine + Mefenamic Acid + Paracetamol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
s faeett, 10 W, 2016

FLA. 794(H).—F=1T AHE FT Tg FHEE 2l TAT g T greaasT + Farhaw +
FARESTEOYIFATEE il [T G HFSIA SHUTer F TANT F HAHS ST & Gl gid il G9aT §, JTaih
I SAOTEr 3 TR AT U= 2

3 =9 oo i e A g g fereras |t g Sti= iy TS 8 S Sea faers |t T
FearT AT T A e 1 & s ofvofer 3 e & 7g amr € TR zaer e Sheeh siter
GES

Sl 3 FAaros af At it RrRTert e U Feald JEanTe 1 Ig TN gl A7 § T 397 & Iad
Aot o wra 3TN o forw G fEfawto, e siw e v wfafig w3 BT s awea 5
ATTLTF AT THIAM g,

qq:, A, FealT LR, Iaq fFoos afufa F Frerfen = smeme 97 &7 siufar sie yoras arf
srfert==H, 1940 (1940 T 23) =T &T=T 26F FET Tad LThAT & YA Fd g0, glerasd + [t aw +
FARSTSNIIFATSE ol FIT G HAS ST FT AT ITART  forw ey fafamin, G siw g
TR T | THATg Fdl g |

[T, ¥. TFE-11035/53/2014-Frurg]
Fae ST QTHT, HYFT Hf=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 794(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Drotaverine + Clidinium + Chlordiazepoxide is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;
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And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Drotaverine + Clidinium + Chlordiazepoxide with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
s faeett, 10 9T, 2016
T, 795(37).—Fva T TR T T THILTE 21 74T ¢ T whvmmes + Rawmam i = go=
TSI ST o AT & A9 ST(a ] Ga¥l gid Sl GATaT g, ST IFT AT0Te o e e ITase
G

3T =9 faw & e e g Aegea faers afafa g sti= i e g s g faows afafa
FearT R & g AR £ & 3 S sirofar 3 g § =g amn w2 5 gaer e HiEahy st

SELECH

A IR fareres afata it [Rrerfent o e 9% ekl SR T Ag THTTE 21 14T 8 O a0 ¥ I
sirorfer % | 37T o foru faerare fafamtor, fEerr sie faawr =i wfafug we ARt wwr g &
AFTF T THIAI g;

A, A, FralT TR, I (F9rast Arata i et F sram a7 3iw siwfer e y=rae arshy
arfarfaTm, 1940 (1940 F7 23) FT 4T 26F T Y& AREAT T TART Fd g0, FHiwmTE + Rarsmuwy £
R g S st 1 area ST F forw faswared fafamton, e s e aere gara 7 wfafog
FLAT S |

[FT. . ToF-11035/53/201 40|
Fad AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 795(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Imipramine + Diazepam is likely to involve risk to human beings whereas safer alternatives
to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Imipramine + Diazepam with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeedt, 10 9T, 2016
AT, 796(3T).—Fr= T TLAHT T g THTHTT 1 AT ¢ [ Fqu fearare + RS & 7 ga
TSI ST o AT & q19a S(a ] Ga¥l gid Sl GATaHT g, ST IFd A0ie o e Tqahed ITase
G

ST =9 faw & e ge g Aegea faers afafa g sti= i e g s g faows afafa T
Fear T R & g A £ & 3 S sirofar 3 e § =g qmn w8 5 gaer e HiEahy st

SELECH

A IR farerosr At it [Rrerfvent F sreme 9% ekl SR T Ag THTTE 21 14T 8 O S 9
sirorfer % | 37T o foru ferare fafamtr, faerr sie faawr =i wfafug we At wwe aewfea &
AFATF T THIAI g;

A, A, Frald TR, I (F9rast Arata i et F sram a7 siw siwfer e y=ra arsh
arfarf=e, 1940 (1940 T 23) & &R 26F FIT T&cT ATRAT FHT TIN Fd g0, FUTEFaIT + TRASA TSI
Fr T gaw @A SiUter T 99 SUART & o et @i, BT s [ Jore I9E '
Tiaftg Fdl g |

[FT. . ToF-11035/53/201 40|
g AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 796(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Flupentixol + Escitalopram is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Flupentixol + Escitalopram with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FrfergET
T2 faeett, 10 9T+, 2016

HA. 797(H).—Fa T TR FT g AT g7 747 ¢ & Iqferie + e i
G HAST AT F TART § AT S 0 G 2 00 G9EAT &, Saih 39 iy F qIerd sqsen
ITAH G,

3 =9 fowr i e a3 A fereres ||t g Sti= it 915 8 307 e fadros | T o
Fea i e i Ag e f1 g FF S siafar 3 am ® 7 aran waw § & wer i g st
T €
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S 3 faQras af At it RrRTert e U2 Feald qEanTe 1 Ig TN gl A7 § T 397 § Iaq
Aot o wra 3TN o forw G fEfawto, e siw fEaer i1 wfafig w3 Bfeafa s aswRa @
ATTLTF AT THIAM g,

A, A, FealT TCRIY, IFd (FTHT FIATT FT R F ST 9% fi¥ iufdr sfiv Jore« arRft
srterfeaw, 1940 (1940 =T 23) i &R 26% FRT Yad ATRAT F FIAR Fd gOU, JI¥eE™ +
AR 6 F9d g §4ee sirofe &7 /e 379 & forw Gerard f@fawi, G s g
TR T | THATg FLdl g |

[T, ¥. TF-11035/53/2014-Frurg]
Fad ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 797(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Prochloperazine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Paracetamol + Prochloperazine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
% faeett, 10 9T, 2016

T3, 798(3N).—Fr= 1T ALK FT g THTHT & AT ¢ [ AT + ThisdAToeT + qTederadiT +
JEfAe 7 Faq G S SOl o YA F G199 (A Rl ¥ g 6l G9adT 8, Safh 3o siure &
AT AT ITAH 2,

3 =9 o i e a3 A s ||t g Sti= it 915 8 307 S fadros ||t o
Fear geRe & g e 1 & 3 S sirofar 3 e § =g amn w8 5 gaer e =iy st
T €

A I farerosr wfata it [Rrerfvent F e 9% ekl SR T A8 THTTE 21 14T 8 O a0 I
sirorfer % | 37T o foru e fafamtor, e sie faawr «ir wfafug we At ww@r awfea &
ATFLTF AT GHIAM ¢,

A, A, Frold FLHIL, IFd (AT AT T RIS o SMETT 97 < Sufer T Tara g’
arfarfaTm, 1940 (1940 FT 23) FT M7 26F FT Y& ARHAT FT TART FXd gU, AT + HhIsATRAT +
yrsetRi + arafde it Faa grrE e siufd # aea 3waRr F oo et At G i
v aehter g9 T wiafg w8

[T, . ToF-11035/53/201 40|
g AT eTHT, TFT T
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 798(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Gabapentin + Mecobalamin + Pyridoxine + Thiamine is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Gabapentin + Mecobalamin + Pyridoxine + Thiamine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
s faeett, 10 W, 2016

FLA. 799(H).—F~=1T TLHT FT Tg THIEE 2l 74T g o THANMEA + FRSESIEase +
TTTREEISITEA + gragrftbAfes £ faa s 4w siufar & womr & /e Stae 1 gaw g i
TATAAT &, T Toh S SOTe F TR A HheT T &,

3 =9 oo i e A g g fereras |t g Sti= iy TS 8 S Sea faers |t i T
FearT AT T A e 1 & FF 5o ofvofer 3 are & 7g amr € 6 gaer e Sheeh siter
RES

S 3 FaQras af At it RrRTert e U2 Feald qEanTe 1 Ig TN gl TAT § T 397 & Iad
Aot o wra 3TN o forw G Ao, e siw e v wfafig w3 BT s aswea 5
ATTLTF AT THIAM g,

qA:, A, Frx T TR, IFT (ST AT T FEIe F e % Sii¥ Sty siT Taree qarnR’
srterfeae, 1940 (1940 +T 23) A 4T 26F FRT Jacd ATRAT H1 TAN FId gU, IMAAHTRA +
FARSTANIIFITEE + TEFAAUCSTST + TSR BAIS il [FIT G FATSIA AT FT AT ITAN &

foru fRsramet fafamtor, ferr siie e aerme wame & sfafog < g |
[®T. §. TF9-11035/53/2014-STUwFH]

Fae ST STHT, HYFT Hf=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 799(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose combination
of Imipramine + Chlordiazepoxide + Trifluoperazine + Trihexyphenidyl is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;
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And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Imipramine + Chlordiazepoxide + Trifluoperazine + Trihexyphenidyl with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
T2 faeett, 10 9T, 2016

HT.3M. 800().—F~= 17 TLHT FT AZ TUTLTT 2 TAT ¢ [ TSI + Sragadihiee i
A g " SiUter % YN | ’IAd S(ad il Ga¥T gid il GATaAT &, STarh SFq Siurer & qierd
AT 3T ¢,

Sl =9 o i e a3 R fereres ||t g Sti= it 915 8 37 e fadros ||t o
Fear geRT & g AR 1 & 3 S sirofar 3 e § =g qmn w8 5 gaer e HiEay st
T €

A IR fareroe afata it [Rrerfvent o e 9% ekl SR T A8 THTTE 21 14T 8 T S ¥ I
sirorfer % | 37T o foru faerare fafamtor, faerr sie faawr =i wfafug we At ww@r e &
AFTF 3T THIAI g;

qd:, N, FealT TR, Iaq [FA0usT qofa i e e 9% 7 sfiufdr sie yoras arf
arferfar, 1940 (1940 #T 23) & T 26F FRT Y@ ARRAT F TAN Fd gU, FATCIHTSTET +
TRRFA TR &l Haq g SAS futer T "\a 39N & o G Efamto, G s faer
TRt T | THATg Fdl g |

[FT. . ToF-11035/53/2014-Sr0r]
Fad AT &THT, TFT q=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 800(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose combination
of Chlorpromazine + Trihexyphenidyl is likely to involve risk to human beings whereas safer alternatives to
the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Chlorpromazine + Trihexyphenidyl with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FrfergET
2 fawett, 10 9T, 2016
1.3, 801(37).—Fva T TLHTL FT Tg AT 2T TAT g T Iuieaad s gae + R i
AT g @9 siuter & YT | WA SOad &l GaiT gid fi GATaAT 8, Saih IFa Siuter & qererd
AT 3T &,
S =9 oo i e A g e fereras st g Sti= i TS 8 S Sea faers |t i T
FearT aeahr i 7 e f1 & o 39 ofrafer 3 e § 7g amn wa g B zwer 7 heh s

GES

ST 3 Aot AT it FEORTTeTT o ST 9% T ST A1 g THTLTT gl 47 ¢ T 297 § IFq
ot 3 wra 3TN o forw e e, e siw e 1 wfaftig w3 R s aeRa @
AFLTF AT GHIHM ¢,

A, A, FealT TR, IFa (9w qrata F Fwrfert F aramw a7 i sfiwfy o s arshy
arfarfaTm, 1940 (1940 =T 23) F 9T 26F FIT Tacd ARRAT FT TN FXd gU, IFTeA I hfors Tae +
Rifemlw 7 M=a gers |99 Sife #1 99a IR & fore @ e, e s B aorm
T9TF | Iiafg Far g |

[FT. . ToF-11035/53/201 40|
Fad AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 801(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Ursodeoxycholic Acid + Silymarin is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Ursodeoxycholic Acid + Silymarin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
T2 faeett, 10 9T, 2016
FT.3T. 802(37).—Fwa T TLHIT AT AZ THILTT 21 TAT & T HewrHa 1000/1000/500/500 Fr.ar. +
TrREesE 7.5/7.5/7.5/7.5 fra. + Rawfiss 1/2/1/2 @, & Faa g g9sm owfd & s=@mr 8
HIAE ST &l AT &I i ST §, STaieh Sad AT 6 LT SAqFeT ITAH g,
S =9 fowr i e aae g A fereres || g Sti= it 915 8 37 e fadros ||t o
Fear T geRe & g AR £ & 3 S sirofar 3 g § =g amn w8 5 gaer e HiEay st

T €

A I fareros wfata it [Rrerfvent o e 9% ekl SR T Ag THTTE 21 AT 8 O S I
Sirorfer 3 | 3T o fory et fAtRat, e sie B 1 wiafvg we ARt s amwga &
ATTLTF AT THIAM g,

qd:, N, FealT TR, IFq FA0UsT qofa i e e 9¢ 7 sfiufdr sie yoras arft
Ffert==®, 1940 (1940 #T 23) Fir gT 26F FWT Jacd ARl & TAN Fd gU, ASHIHT 1000/1000/
500/500 9T, + grReerA 7.5/7.5/7.5/7.5 f.ar. + Rawfirse 1/2/1/2 [, & g g 3=
Sirrfer 7 |1 ST A forw fEerared fRfRator, fBer i g aerre game & afafog @l 8 )

[T, ¥. TFE-11035/53/2014-Frurg]
a1l STHT, HYFG A=
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 802(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Metformin 1000/1000/500/500mg + Pioglitazone 7.5/7.5/7.5/7.5mg + Glimepiride
1/2/1/2mg is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metformin 1000/1000/500/500mg + Pioglitazone 7.5/7.5/7.5/7.5mg + Glimepiride 1/2/1/2mg with
immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
T2 faeet, 10 97+, 2016

1.3, 803(3N).—F5 1 HLHT FT I THTYT 27 7147 & {3 ferererrorae 80 fram. + fewifi 325
3. 7 Faa gare S ST 3 TART § G19a ST 6 Gail gi= il AT 8, STath 3o Siuier &
AT ATFT ITAH 2,

e =9 oo i e A g g fereras st g Sti= i TS 8 S Sea faes |t T
Fek T TCRTE Kl Ig TEreer 7 g o 3o ooty & are § =g 9 w2 g & zoer i ey sifeer

T €

A 3o fareres afata it [Rrerfent o e 9% ekl SR T A8 THTTE 21 14T 8 O a0 ¥ I
sirorfer % | 37T o foru faerare fafamtor, faerr sie faawr =i wfafog we ARt wwr awfea &
AFTF 3T THIAI g;

qq:, A, FealT LR, Iaq fFoos afgfa £ Frerfen F smeme 97 &7 siwfdr &ie yoras arf
srfert==®, 1940 (1940 T 23) T €T 26F FET Y& ATHAT T TART Fed g0, Ramersse 80 . +
Fepriia 325 frar. it g g §9ee eiufy &1 7 I9anr & fou fGwary Gfamin, G @x
foraqvor aehter gama & wfafvg it 8

[FT. . ToF-11035/53/2014-r0rE]
g AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 803(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Gliclazide 80 mg + Metformin 325 mg is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;
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Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Gliclazide 80 mg + Metformin 325 mg with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
s faeett, 10 W=, 2016

.. 804(3).—Fald TR HT Ig AT 2l AT g [ FiRdeg + AewRET + HHIw
qTEhifee i [Had G SIS ST o TART F 7S S(E Tl @Azl gid ol S6TadT §, e I SHurer
= AT ST HeT STAH g,

3 =9 oo i e A g g fereras |t g Sti= iy TS 8 S Sea faers |t i T
FealT a7 e f1 & FF 5o oivofer 3 are & 7g amr € 6 zaer e Sheeh siter
GES

Sl 3o TaQros af At it RrRTert e U2 Feald qEanTe 7 Ig T gl TAT § T 397 & Iad
Aot o w37 o forw G ffawto, e siw e i1 wfafrg w3 B s aswra 5
ST T T ¢

qq:, A, FealT LR, Iaq Ao afufa £ Frerfen F smeme 97 &7 siufar &ie yoras arh
srfert==®, 1940 (1940 =T 23) =r =T 26F T Tacd ATRAT FT TAN FXd g0, qIRAGE + HSHIHT +
HITAAH qTERIfeE 6l T G G AT HT AT STAR & o fasramet f&fawir, e siw faer
TR T § THATg FLdl g |

[T, ¥. TFE-11035/53/2014-Frurg]
Fae ST QTHT, HYFT Hf=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 804(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Voglibose+ Metformin + Chromium Picolinate is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Voglibose+ Metformin + Chromium Picolinate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.



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

FrfergET
¢ faeett, 10 W, 2016
1.3, 805(37).—Fva T TLHTT HT Tg AT gl TAT g T qraersie 7.5/7.5 frar. + dewfi=

500/1000 3. & F=a g SIS SfUter  TART T AT SHTAT ol @Al g il THEAT &, STarh ST
Srofer 3 AT SAqFheT ITAH 2,

3T =9 faw & e ge g Aegea fers afafa g sti= i e g s gaa fows afafa
Fear geRe & g AR £ & 3 S sirofar 3 e § =g amn w8 5 gaer e HiEahy st
T &5

A IR farerosr wfata it Rrerfent F e 9% ekl SR T A8 THTTE 21 14T 8 O a0 ¥ I
sirorfer % |ea 37T o foru faerare fafatr, faerr sie faawr =i wfafug we ARt ww g &
ATFLTF AT GHIAM ¢,

qd:, N, FealT TR, Iaq F0st qrafa i e e 9% 7 siufdr sie yoras arft
arferfae, 1940 (1940 FT 23) T T 26%F T Tacd ARAT AT TINT Fd gU, AR 7.5/7.5
frar. + Fewii= 500/1000 &3, St o g w@aree sirafa &7 aea TR F oo fewmard f&afae,
e s Ao aerrer wame F whafvg w=wf 21

[FT. . ToF-11035/53/201 40|
g AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 805(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Pioglitazone 7.5/7.5mg + Metformin 500/1000mg is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Pioglitazone 7.5/7.5mg + Metformin 500/1000mg with immediate effect.

[F. No. X-11035/53/2014-DFQC.]
K. L. SHARMA, Jt. Secy.

st
T faeeft, 10 /T4, 2016

FT.3. 806(37).— Frald TLHIT & g THTT 2l 47 ¢ T Fafeaases 1 a2 far/3 & +
TEReert 15 ar/15 far/15 far + fewrfd= 1000 frar./1000 .9t/ 1000 far. & Faa
G HAS OIS F TR | 19 Sae H @A g 6l GHEAT 8, STafh S SArufer T faheq
STAEH &,
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S = o it et A g e fareras afefa gy = i 1 8 e sea e wfafa q
Feal a7 A e F1 & s ofrofer 3 9 ® 7g amr g 66 zaer e e siter
GRS

S 3o FaQras af At it RrRTert e U Feald qEanTe 7 Ig TN gl A7 § T 397 & Iad

Aot o wra 3TN o forw G fEfawto, e siw fEaer v wfafig w3 Bfaaia s awea @
ATTLTF AT THIAM g,

A, A, FealT TR, I (F9rus qrata F Fwrfert F areamw a7 =i sfiwfy o s arshy
sfert==H, 1940 (1940 1 23) & =T 26%F FRT Y& ARAT H1 TART Fed gu, RafPaass 1 @an/2
frar/3 . + qEfsesne 15 far/15 @ar/15 @ + fewfa 1000 f.ar./1000 far/ 1000
3. &t M= gae S99 siuter 1 /1\a TR & forw fEsward fEfamton, G s e aerme g9
o gfafug Fdr g |

[FT. . ToF-11035/53/201 40|
g AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 806(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Glimepiride 1mg/2mg/3mg + Pioglitazone 15mg/15mg/15mg + Metformin 1000mg/
1000mg/1000mg is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Glimepiride 1mg/2mg/3mg + Pioglitazone 15mg/15mg/15mg + Metformin 1000mg/1000mg/1000mg
with immediate effect.

[F. No. X-11035/53/2014-DFQC.]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 w74, 2016

F1.3.807(3).—Fva 1T TR KT Jg q91T 21 a7 g F Rafawge 1 a2 fan +
TrEReerE 15 frar/15 [T + Jewrfia 850 fr.am./850 fv.ur. &t = g sreie sfrufer & y=m &
A ST I AT g1 il TATAAT &, STaTeh SFq AU % AT T Hed ITAH &

3T =9 faw & e e g Aegea faers afafa g sti= i e g s gea faows afafa T
Fear R & 78 A £ & 3 S sirofar 3 9 § =g amn w8 5 gaer e HiEay st

SELECH

A IR fareros afata it Rrerfvent °F e o ekl TR R A8 THTTE 21 14T 8 O S ¥ I
sirorfer % | 37T o foru e fafamtor, faerr sie faawr =i wfafug we At ww@r g &
ATFLTF AT GHIAM g,
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A, A, FealT TR, I (9w qrata F Fwrfert F aramw a7 i sfiwfy i s arshy
sfert==H, 1940 (1940 =T 23) & &7 26%F FRT Y& ARAT 1 TART Fed gu, Rafraases 1 @an/2
. + qiRaesie 15 far/15 fran + fewfia 850 frar./850 far. #ir ffaa g w3 sirafear
T 7o 37 o forg et fafawtor, ferer siv fAaor g yame 7 afafig w2

[T, ¥. TF-11035/53/2014-Frurge]
Fae ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 807(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Glimepiride 1mg/2mg+ Pioglitazone 15mg/15mg + Metformin 850mg/850mg is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Glimepiride 1mg/2mg+ Pioglitazone 15mg/15mg + Metformin 850mg/850mg with immediate effect.

[F. No. X-11035/53/2014-DFQC.]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 w74, 2016

1.3, 808(3T).—Fr= 1T ALK FT g AT gl 74T & FoF Aewifi= 850 4. + yrnfaersi= 7.5
. + Raftaage 2 @ i [ g S90S Siuter F TTRT & 711 S{ad f GaeT gi= 6 97697 &,
ST I AT o AT ATHeT ITASH g

3T =9 fawT & e ge g Aegea faers afafa g sti= i e g s g faows afafa
Fear T geRe & 78 A £ & 3 S sirofar 3 9 § =g qmn w8 5 gaer e HiEay st

SELECH

A IR farerosr wfata it Rrerfent o Sreme 9% ekl TR R A8 THTTE 21 14T 8 R S ° I
sirorfer & | 37T % foru e fafastor, faerr sie faawr =i wfafug we ARt ww@r g &
AFLTF AT qHIHM ¢,

qd:, N, FealT TR, Iaq Fust qrafa i Frerfen s 9% e sfiufdr sie yaras arft
arfarfaTm, 1940 (1940 1 23) FT °TT 26 FWT Jacd IRKAT FT TINT Fd gU, AewIids 850 fram. +
TrEfReene 7.5 BT + Raftaarse 2 @ & faa gos g3 siufer s a9 seam F oo et
frfamtor, R it Ao g vare 7 alftg w2 |

[FT. . ToF-11035/53/201 40|
g AT eTHT, TFT T
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 808(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Metformin 850mg + Pioglitazone 7.5 mg + Glimepiride 2mg is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metformin 850mg + Pioglitazone 7.5 mg + Glimepiride 2mg with immediate effect.

[F. No. X-11035/53/2014-DFQC.]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 w74, 2016

1.3, 809(3T).—Fra 1T ALFHIT FT g AT gl 747 & FoF Aewifd= 850 4. + yrnfaersi= 7.5
. + Raftaage 1 @an. i [ g 9909 Siuter  TIRT & 419 S{ad w0 GaqiT gi= 6 97647 &,
ST I AT o AT ATHeT ITASH g,

Y =9 faw & e e g Aegea frers afafa greo st i e g s g faows afafa
Fear T geRT & g R £ & 3 S sirofar 3 e § =g qmn w8 5 gaer e HiEay st

SELECH

A I farero wfata it Rrerfvent o e 9% ekl SR T A8 THTTE 21 14T 8 O a0 ¥ I
sirorfer % | 37T o foru e fafamtr, faerr sie faawr =i wfafug we ARt ww g &
AFTF 3T THIAI g;

qd:, T, FealT TR, Iaq [FAust qrafa i e e 9¢ 7 sfiufdr sie yaras arft
arfarfaTm, 1940 (1940 1 23) F gTT 267 FWT Jacd ARKAT FT TINT Fd gU, AewIids 850 fram. +
TrRNfReernE 7.5 BT + Raftaarse 1 & & g gos g3 stufer s a9 seam F oo Gt
frfamtor, B it Ao g yae 7 alftg w2

[T, . ToF-11035/53/2014-r0rr]
g AT OTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 809(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose combination
of Metformin 850mg + Pioglitazone 7.5 mg + Glimepiride 1mg is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;
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And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metformin 850mg + Pioglitazone 7.5 mg + Glimepiride 1mg with immediate effect.

[F. No. X-11035/53/2014-DFQC.]
K. L. SHARMA, Jt. Secy.

FferEaT
7% faeet, 10 /T4, 2016

1.3, 810(H).—F<=1T TLHT FT Ig TATIE gr AT & T Herwrda 500 f@.ar/500 fram +
TATSFATSITEE O 30 fA.an./60 fram. + grnfeaemsne 7.5 Rran./7.5 R, & Faa g g9 siufy
= TINT 8 HIF STAT 0 AT g1 il GATAT &, ST 1eh I ST F e AT 3T o,

S =9 o it et A g e faeras afafa gy = & 1 8 e sea e wfafa a
Fear a7 A e 1 & s oivofer 3 e & 7g amr € 6 zaer e Sheeh siter
GRS

S 3 fAQras afafa it FRrRTert e U Feald qEanTe 1 Ig TN gl A7 § T 397 & Iad

Aot o wra 3TN o forw Ferared fEfawto, e siw fAaer i wfafig w3 Bfaafa s aswra @
AT AT THIAM g,

A, A, FeolT TR, I (F9rus qrata F Fwrfert F aram a7 i sfiwfy o s arshy
srterfeae, 1940 (1940 FT 23) FT 9T 269 FIT Y& AR FT TART Fd g, AeTwiua 500 f&.41./500
. + WrdFTee TEeR 30 /60 fran + yrfeesie 7.6 Ran/7.5 . & g g
TATST sfrofer 1w 39T & for e fafawtor, feer siv fAar aerme yame & sfafig #w i g

[T, ¥. TF-11035/53/2014-Frurg]
Fae ST QTHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 810(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Metformin 500mg/500mg+Gliclazide SR 30mg/60mg + Pioglitazone 7.5mg/7.5mg is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metformin 500mg/500mg+Gliclazide SR 30mg/60mg + Pioglitazone 7.5mg/7.5mg with immediate
effect.

[F. No. X-11035/53/2014-DFQC.]
K. L. SHARMA, Jt. Secy.



[T II—-®UE 3(ii) ] YR kT TSI+ STHIEROT 87

st
% faeett, 10 974, 2016
1.3, 811(3).—Fva T TR AT T THTHTT 21 AT ¢ [ FIRAGIT + TRIASTSI + ASHIHT il
AT g S Siuter & YT ¥ 99 S(iad dl Ga¥r gi| il S6TadT §, STaih I9d SHuter & geierd
AT 3T ¢,

Y =8 faw & e gea g Aegea aers afafa greo sti= i e g s g faows afafa
Fear T R & g AR £y & 3 S sirofar 3 e § =g qmn w8 5 geewr e HiEahy st

SELECH

A IR fareros afata it Rrerfvent o e 9% ekl SR T A8 THTTE 21 AT 8 O w9 ¥ I
sirorfer % | 37T % foru faerare fafamtr, faerr sie faawr =i wfafug we At wwr awfga &
AFATF 3T THIAI g;

A, A, FralT TR, I (9=t Arata 1 Awriert F sram g7 i siwfer e y=rae arsh
arfarfaTm, 1940 (1940 71 23) FT &TT 26% FIT Tacd ATRIT FT TN F2d g0, Afaaid + qrafaersiT +
Femrfia it = g g9 siwfdr 1 aa 373 F forw et Bfemtn, B siv g g
T | Iiafg Far g |

[FT. . ToF-11035/53/201 4]
g AT THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 811(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Voglibose + Pioglitazone + Metformin is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Voglibose + Pioglitazone + Metformin with immediate effect.

[F. No. X-11035/53/2014-DFQC.]
K. L. SHARMA, Jt. Secy.

it
¢ faeett, 10 7T, 2016
1.3, 812(37).—Frald TLHIT AT AZ THTHTT 21 AT & T ASHITAT + FHITHLIET il Faq GO
TS SHUTE & AN | J Sa 1 AT g4 6l HATEHAT g, STaieh 3T SAruier & I SAqahed IqTAsd
2;
Y 79 A & e g g A fere afafe g s e g s e Bows afafa S
Fe 1T T T A R f1 8 B S shwfar 3 am § =g amn o & gwer w1 AT st

SELEH
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A IR farerosr wfata it [Rrerfvent o e 9% ek TR R Ag THTTE 21 14T 8 O a0 ¥ I
sirorfer % | 37T % foru e fafaator, faer sie faawr =i wfafug we ARt wwr g &
AFLTF AT qHIAM ¢,

A, A, FralT TR, IoFa (9rast Arata i et F swam g7 3iw siwfer e y=ra arsh
arfarfaTm, 1940 (1940 7 23) F¥ &I 267 FTT Y& IRAT FT TINT FLJ g, ASHITAA + ST
R g S st 7 araa TR F forw fasmared fafamtrn, e s e aore gare 7 wfafog
FLAT S |

[T, . ToF-11035/53/201 40|
Fad AT OTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 812(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Metformin + Bromocriptine is likely to involve risk to human beings whereas safer
alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metformin + Bromocriptine with immediate effect.

[F. No. X-11035/53/2014-DFQC.]
K. L. SHARMA, Jt. Secy.

Ffer=T
% faeet, 10 /T4, 2016

AT, 813(3).—Fs 1T TLHT FT g THTYT 21 747 ¢ T Aewriie + Rafaase + Aumesiae@e
it R g TS Sfuer 3 YN § A S{iaq &l GaT gid &l SH1EdT §, Stafh 3ad Siurer & qierd
ALHT T &

e = o it et A g e fareras afafa gy = & T 8 e sea e afafa q
Fald TR 0 g e 7 & 16 I Sifer & a1 § I8 9137 A7 g T S8 Fle Mo siit=e
GRS

ST 3 faQras af At it FRrRTert e U2 Feald qEanTe 1 Ig TN gl AT § 1o 397 § Iad

Aot 3 wra 3TN o forw e fEfawto, e siw faaer i wfaftig w3 BT s awRa @
ATTLTF AT THIAM g,

A, A, FeolT TR, I (Ferus qrata F Fwrfert F aremw a7 i sfiwfy o s arshy
srfarfam, 1940 (1940 =T 23) it 4T 265 FTT Tacd AFAT FT TIWT Fd gU, AewriaT + Rafaase +
AATSHIEATEAT T F3q g @3S Siufd 7 99d I9ART & foru fsrare f@fawton, e s g
TR T § THATg Fdl g |

[T, ¥. TF-11035/53/2014-Frurge]
Fae ST STHT, HYFT Hi=a
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 813(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Metformin + Glimepiride + Methylcobalamin is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metformin + Glimepiride + Methylcobalamin with immediate effect.

[F. No. X-11035/53/2014-DFQC.]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 w74, 2016

1.3, 814(31).—Fva T TLHTL HT Jg AT 2T 73T 2 T qrReaersie 30 fr.ar. + fewfia 500
. & I go 99 e F AN § 7 S(iaq w0 @il g sl HHEAT 8, STdieh 3Fd e
AT AT ITAH g,

Y =9 faw & e e g Aegea frers afafa greo sti= i e g s g faows afafa
Fear geRT & g A £y & 3 S sirofar 3 g § =g amn w8 5 gaer e HiEahy st

SELECH

A IR fareroe afata it [Rrerfent o e 9% ekl SR T Ag THTTE 21 14T 8 T S ¥ I
sirorfer % | 37T o foru e fafamtor, faerr sie faawr #ir wfafug we ARt ww g &
AFTF 3T THIAI g;

qA:, A, Fea T GLHTY, IFa (A9t afufa £ e F swame ux &7 siufer sfiv ywmra arft
arfarfaTm, 1940 (1940 F7 23) FT 4T 26F FIT Y& TRAT FT TART Fd g0, IRTRae 30 AT +
Femrfie 500 Rr.ar. it Faa gers g9 siufe &1 7ama I7anr  fou G Gfamtn, Gwr six
v aehter g9 T wiafg w8

[FT. . ToF-11035/53/201 40|
Fad AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 814(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Pioglitazone 30 mg + Metformin 500 mg is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;
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And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Pioglitazone 30 mg + Metformin 500 mg with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FrfergET
¢ faeett, 10 7T, 2016
1.3, 815(37).—FvalT TTHIT T Tg qHTLTE 21 137 ¢ & Fafase + watReesi= + Jewfi=
FT AT g ST Ul & TART § A19a S{ad 0 Ga<T g i S9TadT 8, Saih Iad Siufer & qrerd
AT ITAH &,

3T =9 faw & e e g Aegea frers afafa g sti= i e g s g faows afafa
Fear T geRe & g AR 1 & 5 S sirofar 3 e § =g qmn wan 8 5 geer e HiEay st

SELECH

A I fareres afata it Rrerfvert o e 9% ekl TR R Ag THTTE 21 14T 8 R S ¥ I
sirorfer % | 37T % foru e fafamtor, faer sie faawr «ir wfafug we At ww@r g &
ATFLTF AT qHIAM ¢,

A, A, FralT TR, I (9=t qrata Fr et F sram a7 3iw siwfer e y=ra arhy
arfarfaTm, 1940 (1940 F7 23) Ft 4T 267 FTRT Y& AEAT H1 TAN F2d gv, Fafrarse + wRTRdesi=
+ Aemifd it fFAd g e oty &7 7\a ITAR & forg fasrared fafawtor, e siv fBar aere
T9TE | IiAfug Far g |

[T, . TF-11035/53/2014-r0rE]
Fad AT eTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 815(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Glimepiride + Pioglitazone + Metformin is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Glimepiride + Pioglitazone + Metformin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FrfergET
¢ faeett, 10 7T, 2016

1.3, 816(37).—Fra T TLHIT T TZ THTLTT gl TAT ¢ T s fiese 2.5 B + dewria 400
. & Faa go 99 Siofe o TR § 919 Sad &l G g fif §9164T 8, STaieh 3T U
AT AT ITAH 2,

3T =9 faw & e e g Aegea feras afafa g sti= i e g s g faows afafa
Fear aehTe i A e i & sea ofrofar 3 e ® wg amm g 66 zeer w e st
T &,

A I farerosr afata it Rrerfvent o e 9% ekl SR T A8 THTTE 21 14T 8 O S I
sirorfer % | 37T o foru ferare fafamtr, faerr sie faawr #ir wfafug we At ww g &
AFLTF AT HIHM ¢,

qAq:, A, Fea T GLHTY, IFa (A9 gfufa £ e F swame a7 siufer sfiv ywmrae arft
arferfa=r, 1940 (1940 FT 23) T &TRT 26F FT Y& ARAT FT TINT Fd gU, IqTsrasge 2.5 @ +
Aewrfie 400 Rrar. it Faa gers g9 siufe #1 7ma I7anr ® fou G Gfamtn, Gwr six
o e woTE & afafg w2 )

[FT. . ToF-11035/53/201 40|
Fad AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 816(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Glipizide 2.5mg + Metformin 400 mg is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Glipizide 2.5mg + Metformin 400 mg with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
¢ faeett, 10 7T, 2016

1.3, 817(3).—Fva T TR AT T THTITT 2l AT ¢ o6 qraraersi_ 15 f.ar. + dewfdiT 850
. &t Faa go 99 S fd o TIRT § 919 Sad &l G gi| fif §9Ta9T 8, STaieh 3T e
qIrT AFeT ITAH &,

3 =9 oo i e A g g fereras |t g Sti= i TS 8 S Sea faers |t i T
TRl AT T Ag forareer f1 8 FF 3o shrofar 3 am & g amn s g & swer i Mt sifte
RELES
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A IR farerosr wfata it [Rrerfvent o e 9% ek TR R Ag THTTE 21 14T 8 O a0 ¥ I
sirorfer % | 37T % foru e fafaator, faer sie faawr =i wfafug we ARt wwr g &
AFLTF AT qHIAM ¢,

qAq:, A, Fea T GLHTY, IFa (A9rwsr afufa £ e F swame uv &7 siufer sfiw ymrae arft
arferfaare, 1940 (1940 T 23) FT 9T 26F FT Y&cd ARRAT F TART Fd g0, TrRaersie 15 T +
Aewrfie 850 Rr.ur. it Ffaa gers g9 siufer &1 7Wa 7R * fow fewrard Gfamtn, fGwr s
v aerter g9 T wiafg w8

[FT. . TF-11035/53/2014-r0r]
g AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 817(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Pioglitazone 15mg + Metformin 850 mg is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Pioglitazone 15mg + Metformin 850 mg with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

Ffer=T
s faoett, 10 7T, 2016

HT.3T. 818(N).— =519 HLHTT & A UL 2 47 2 % Aewiiifa < + SraTeee THa +
AR AT =T g A SHuter & TR F G199 S ] Ga¥l gid il SH1EAT §, STafh Sad siuer
o IIETT ST HeT ITAH g,

3 =9 oo i e A g g fereras |t g Sti= i TS 8 S Sea faers |t i T
el a7 e 7 & s oivofer 3 are & 7g amr € TR zaer e e siter
GES

Sl 3 fAQras afafa it RrRTert e U Feald q¥anTe 1 Ig T gl TA7 § T 397 § Iaq
Aot o wra 3TN o forw e e, e siw e i1 wfafig w3 BT s ara 5
ATTLTF AT THIAM g,

qq:, A, FealT TCRIY, I (FOTHT FIATT FT AR F ST 9% 3f¥ iufdr v qoree arRft
afarf =, 1940 (1940 1 23) F &TT 26F FWT Tacd ARRAT FT TR FLJ gU, ASHIAT A +
TATSFATITSE THAR + FIRASE 6 I gae Sa1 fiuter &1 7\a 3T & forg fawars EfaEi,
foera sfiT aaer aenta w91 § giaftg Fdr g |

[T, ¥. TFE-11035/53/2014-Frurge]
Fae ST QTHT, HYFT Hf=a
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 818(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Metformin ER + Gliclazide MR + Voglibose is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metformin ER + Gliclazide MR + Voglibose with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
¢ faeett, 10 7T, 2016

1.3, 819(3H).—FvalT TLHIT T Jg THTTE 2l T g o :ifvgw nfaRwifene + dewfds &
A g " SiUter % YN | AT Sad il GaT gid il GATEAT &, STarh 3Fq Siurer & qierd
AT 3T ¢,

3 =9 o i e a3 A s || g Sti= it TS 8 307 e fadros | T o
Fear T geRT & g AR £ & 3 S sirofar 3 g § =g qmn w8 5 gaewr e HiEahy st
TE €

A IR fareroe wfata it Rrerfent o Sreme 9% ekl SR T A8 THTTE 21 AT 8 O S ¥ I
sirorfer % | 37T o foru e fafamtr, faerr sie faawr =i wfafug we ARt wwr awfga &
ATFLTF AT GHIHM ¢,

A, A, FralT TR, I (9= Arata 1 et F sram a7 i siwfer e y=ra arsh
arfarfaTm, 1940 (1940 1 23) Ft g7 26F T Tacd ARRAT FT TIN Fd gU, HIAIT NfeHafene +
Aewrfia it = g g9 siwfdr 1 aa 373 F forw et Bfamtn, B siv g g
T9TE | IiafEg Far g |

[FT. . ToF-11035/53/201 40|
Fad AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 819(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Chromium Polynicotinate + Metformin is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;
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And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Chromium Polynicotinate + Metformin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferEaT
s faoett, 10 AT, 2016

1.3, 820(H).—F= 1T TLAHTL HT Tg THILTT 21 TAT & [ HSHITHT + TATSFATSNGE + TSI
+ HfFEw NfefAwifeae Fir Foa gos g9 siute % 3= § 49 Sad w1 @a<T g 6l Gd9ET g,
ST I AT o AT ATHeT ITASH g

3 =9 oo i e A g g fereras st g Sti= iy TS 8 S Sea faers |t T
el a7 A e f1 & 5o ofvofer 3 are § 7g amr g 66 zaer e Sheeh siter
GES

Sl 3 FaQras afafa it RrRTert e U2 Feald JEanTe 1 Ig T gl TA7 § o 37 & Iaq
Aot 3 wra ITANT o forw e e, e siw e i1 wfafig w3 B s asra 5
ATTLTF AT THIAM g,

I, A, FeolT TR, IFa (9w qrata F Fwrfert F aramw a7 i sfiwfy i s arshy
srfarf==rg, 1940 (1940 =T 23) it 4T 267 FIRT Ta<d ARFAT T TR FLJ gU, ASHIAT + TATSHATTEE +
TEReeE + wiftaw qififAdfee i Faa gos @9 st #1799 s & oo Gwar
fafawtor, e siie faawor aormer wama & wfafug w3t g |

[T, ¥. TF-11035/53/2014-Frurg]
Fae T STHT, HYFT Hf=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 820(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Metformin + Gliclazide + Piogllitazone + Chromium Polynicotinate is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metformin + Gliclazide + Piogllitazone + Chromium Polynicotinate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
¢ faeett, 10 7T, 2016

FLIAM. 821(A).—F=1T TTHT T T T 21 747 ¢ T Hewmfia + Raseonse + wifaw
qiferfAsifede i Faa gaes SFeH Siuter & TART § 7 S{ad &l @il g+ Sl 97adT g, Saish 3
Srofer 3 AT SAqHeT ITAH 2,

S =9 o i e aae g A fereres || g Sti= it 915 8 30T e fadros ||t o
Fear T R & g AR 1 & 3 S sirofar 3 e § =g amn w8 5 gaewr e HiEahy st
T €

A IR farerosr wfata it Rrerfent o e 9% ekl SR T Ag THTTE 21 AT 8 T S ¥ I
sirorfer % | 37T o foru faerare fafamtr, faerr sie faawr =i wfafug we ARt ww e &
AFLTF AT qHIHM ¢,

qA:, A, Fea T GLHTY, IFa (A9rwsr afufa £ e = swame uv &7 siufer sfiw ywmrae areft
arfarfaTm, 1940 (1940 T 23) FT &TT 267 T Tacd ATRAT FT TART Fd gU, ASHITAA + Rergmmee +
wigw NfvfARfee ft P g @9 sty #7 9ea e % oo fGward [, & s
v aehter g9 T wiafg w8

[FT. . ToF-11035/53/2014-Fr0r]
Fad AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 821(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Metformin + Gliclazide + Chromium Polynicotinate is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metformin + Gliclazide + Chromium Polynicotinate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
< faett, 10 7T, 2016

T3, 822(A).—Fr= 1T TLHIT FT Jg THTET 21 17 2 & Reaasammge + fewfia (taem) +
TR H Faq ga G SOt & TN & 99a Siad il Gal gid &l JH91EdT g, Sath 3
Sirorfer 3 qEfer sTqEeT SUed §;

3 =9 oo i e A g g fereras st g Sti= i TS 8 S Sea faes |t T
Feai a7 e 1 & o oivofer 3 are ® 7g amr € T zaer e e siter
RELES
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A IR farerosr wfata it [Rrerfvent o e 9% ek TR R Ag THTTE 21 14T 8 O a0 ¥ I
sirorfer % | 37T % foru e fafaator, faer sie faawr =i wfafug we ARt wwr g &
AFLTF AT qHIAM ¢,

qAq:, A, Fea T GLHTY, IFa (A9rwsr afufa £ e F swame uv &7 siufer sfiw ymrae arft
arfarfaTm, 1940 (1940 =T 23) FT 9T 26F FT Tacd ARAT FT AR Fd g, Raaqaamrse + fewfi
(THAR) + e 7 F=a gas @9 siufer 1 7me 3vanr F fou fGwars @At G s
v aerter g9 T wiafg w8

[T, . TF-11035/53/201 40|
g AT eTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 822(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Glibenclamide + Metformin (SR)+ Pioglitazone is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Glibenclamide + Metformin (SR)+ Pioglitazone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% feett, 10 91, 2016
FT.AT. 823(A).—Frald TR FT Jg THTAM gl 74T ¢ T Aewdq (qa <) 500 Hrar +

TrEReere 15 frar. + Faaase 3 . & Faa gus §3ee sifd & =@ § /g st # @aqd
S ol HATAAT &, STaTeh 3% SITTe o AT SATHeT ITAH g,

3 =9 oo i e A g g fereras st g sti= i TS 8 S Sea faers |t i T
Fear aeRTe T A e F1 & o oirofer 3 are ® 7g amr g TR gaer e Sheeh siter

SELECH

Sl 3 faQrus afafa it RrRTert e U2 Heald JEanTe 1 Ig TN gl TA7 § T 397 & Iad
Aot o wra 3TN o forw e e, e siw e 1 wfafig w3 Bfaaia s awRa @
ATTLTF AT THIAM g,

qA, A, Fea 1T GLHTY, IFd (Awsr afufa F et F g a7 siwfer sfiv s\ arft
srfert==®, 1940 (1940 FT 23) T &RT 26F FIXT Tacd ATRAT T AN FXd g0, HEHIHT (T8 AR) 500
. + yiRaersie 15 . + Fawse 3 @ & Faa goe 99 siafe &1 a@a s & oo
s fafamton, ferr sie e aerme yame & shafig w2 |

[T, ¥. TF-11035/53/2014-Frurg]
Fae T STHT, HYFT Hf=a
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 823(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Metformin (Sustainded Release) 500mg + Pioglitazone 15 mg + Glimepiride 3mg is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metformin (Sustainded Release) 500mg + Pioglitazone 15 mg + Glimepiride 3mg with immediate
effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% faeett, 10 w7, 2016
FTIA. 824(A).—Fv=1T THE F Tg FHTIM gl 17 2 F dAewmfia (T sx) 500 f&ram +

g e 5 fam. i Fera g g $fofd % T30 § 719a Saq & @aqeT g ff 91eAT 8, STath
3T ST F AT AT ITAH g,

S =9 fowr i v a3 A fereres ||t g Sti= it 915 8 307 e fardras | o
Fear geRe & g AR £ & 5 S sirofar 3 e § =g amn w8 5 gaer e HiEay st
T &,

A IR farerosr afata it [Rrerfvent o e 9% ekl SR T A8 THTTE 21 14T 8 O a0 ¥ I
sirorfer % |ea 37T o foru faerare fafamtr, faerr sie faawor & wfafug we At wwr g &
ATFLTF AT GHIAM g,

qA:, A, Fea T GLHTE, IFa (A9 gfufa £ et F e u &7 siufer sfiv ywmra arft
afarfaTm, 1940 (1940 FT 23) Fr 9T 26F FT Tacd ARHRAT HT TART FLJ gU, ASHIFHT (TH A1) 500
. + yrnRaersne 5 . i Faa g @3ee siuter w1 e 3T F forg e fafawt, e
S faa=or qerter v & gfafig Fedr 2

[FT. . ToF-11035/53/201 40|
Fad AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 824(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Metformin (SR) 500mg + Pioglitazone Smg is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;
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And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Metformin (SR) 500mg + Pioglitazone Smg with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

afgg=T
s faweft, 10 9T, 2016

FTIA. 825(3).—FvalT TLHL & Jg THTYTT gl TAT g FoF FAIHBERE + SFagEe +
TS + o it g gers Saree ofrofd F T390 & J9a S| i gqT g S F97EET g,
STarfeh IFd AT o AT SAqTFeT ITAH g,

3 =9 oo i e aae g R fereros || g Sti= it TS 8 80T e fadros ||t o
Fear geRT & g AR £ & 3 S sirofar 3 e § =g amn w8 5 gaer e HiEay st
T &,

A IR fareres At it [Rrerfvent o e 9% ekl SR T A8 THTTE 21 14T 8 O Sa ¥ I
sirorfer % | 37T o foru faerars fafamtr, faerr sie faawr «ir wfafug we ARt wwr awfea &
AFTF 3T THIAI g;

qA:, A, Fea T GLHTY, IFa (9wt gfufa £ e F swame ux &7 siufer siv ywmrae arft
arferfae, 1940 (1940 #F1 23) F g 26%F FT YEqd ARRAT F TAN FXd g0, FARTHBEARA +
AFAAYTEA + FFARATN + R sitwfer 1 amea suarr & forw fEsrared Ayt G s B
TeRTA T | THATg Fdl g |

[FT. . ToF-11035/53/2014-Sr0rE]
g AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 825(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Chloramphenicol + Beclomethasone + Clomitrimazole + Lignocaine is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Chloramphenicol + Beclomethasone + Clomitrimazole + Lignocaine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.



[ 9T IT—BvE 3(ii) ] WA T SIS @ STHINOT 99

st
s faweft, 10 9T, 2016

1.3, 826(3).—Fr= T TLHTL T Tg THTLT 21 AT ¢ T FAIEIHTSII + SoAraarieT + fomihT +
Faad i Nifae e it Foa g 9 siufer % =R § /e Staq w1 @aer g i S9mEET
&, STaTeh IFd ST o AT SqFheT 3T &,

S =9 fowr i e a3 A s ||t g Sti= it 915 8 307 e fadros || o
Fear T geRT & g At 1 8 76 S ofrwfer & ame # 7g uran o g 6 o ety st
GES

S 3 faQras afafa T rRTert o Se 9T Feaid 93T o7 Ig q9TeT ol 73T g o 291 § 3
sirufer 3 J19a ST & o s ARt G s e #1 whafug wo Tfatag s awRa #
ATFLTF AT GHIHM ¢,

qq:, A, FealT LR, Iaq Ao afgfa £ Frerfen = smeame 97 &7 siufdr sie yoras arf
arferfae, 1940 (1940 FT 23) # T 26%F FNT Y& AHAT & TIRT FId gU, FALATSA +
AFrFaTd + foraida + Raade sk nfaefia g £t B gors §=s &wfd 1 ama 3o %
foru st fafamtor, ferr sie e aerme yame & sfafog i g |

[FT. . ToF-11035/53/201 40|
Fad AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016
S.0. 826(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Clotrimazole + Ofloxaxin + Lignocaine + Glycerine and Propylene Glycol is likely to

involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Clotrimazole + Ofloxaxin + Lignocaine + Glycerine and Propylene Glycol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% fewett, 10 w74, 2016

T3, 827(H).—F= T TLHT FHT T THTLTH g1 AT ¢ o FARIhiAHI + T + dermamas
+ FAIEHASI + MG + TATa F7 7 gae d@9e sfiufer % TR § 999 Stad # gaq T g
T GATAAT B, A Th IF ST F FLIET AT 3T &,

Y 79 A & e g g e fere afafe g st i e g s e fBows afafa S
Feal aeRT T A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e st
T €

A 3R farerosr wfata v Rrerient o Areme 9% ekl IR T I8 THTETE 21 AT g 5 o 7 3o
sirorfer % | 37T % foru faerare fafamtor, faerr sie faawr =i wfafug we At wwr g &

ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [Hust qrafa i Frerfen e 9% 7 sfiufdr sie yaras arft
srterfeae, 1940 (1940 FT 23) T &7 267 FT Tacd ATHAT T TANT FXd U, FAIRTABADIA + i
+ AT + FALHS + G + TAG it 7 gee 99 e 7 q4\a STIRT &
foru et fafamtor, R i e g yae 7 yRftg wh 2

[T, ¥. TF-11035/53/2014-Frurg]
Fae ST QTHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.827(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Chloramphennicol + Lignocaine + Betamethasone + Clotrimazole + Ofloxacin +

Antipyrine is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Chloramphennicol + Lignocaine + Betamethasone + Clotrimazole + Ofloxacin + Antipyrine with

immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% fewett, 10 w74, 2016

FT.A. 828(A).—F~=1T TLHIT & Tg THTIM 21 AT g T Awaaareq + FAewmSie +
demuamE + o T Foa gas @3S siuler & YT ¥ 99 StEd w1 gadT gid il a9ET g,
STarfeh 3Fd AT o AT SATFeT ITAH 2,

Y 79 A & e g g e frers afafa g s e g s e fBows afafa S
FealT aeRT T A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e e st
TE €

A IR farerosr afafa v [Rrerient o Areme 9% ekl TR T I8 THTETE 21 13T g 5 o ° 3
sirorfer & | 37T o foru faerare fafamtr, fasrr sie faawr =i wfafug we ARt ww@ awfea &

ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [Fust qrafa i Frwrfen F e 9% e siufdr sie yaras arft
srterfeae, 1940 (1940 FT 23) H &RT 26%F FRT Yacd QhAl & TIN FXd gU, AGAare- +
FAGASI + flemymEE + o & a9 gos §9e iy &1 a9a 379 & oo G
rfamtor, B it Ao g vare 7 aftg w2 |

[T, ¥. TFE-11035/53/2014-Frurg]
Fae ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.828(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Ofloxacin + Clotrimazole + Betamethasone + Lignocaine is likely to involve risk to human

beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Ofloxacin + Clotrimazole + Betamethasone + Lignocaine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
7% feeett, 10 w74, 2016

FAM. 829(H).— Frald T FT g FHIE 2l 77 ¢ T Sl aehe + TS +
ASTHATEA + Tereivehe T 9o g S7e Siuter 3 Y07 & 919a S{1aq i Ga¥l gid &l 91941 §, STt
I SAOTe % G ST Hed 3T &,

T = v i F0T g g e e afafy gy st f w2 o saa Reaws afafa T
FealT a7 A e f1 & 5 39 shwfer & 9 § =g A v 2 5w e e s

SELECH

A IR farerosr afafa v [Rreriert o Areme 9% ekl GR FT T8 THTTE 21 13T 2 & o0 7 3o
sirorfer % |ea 37T o foru e fafastor, faerr sie faawr =i wfafug we At ww@r awfga &
ATTLTF AT THIAM g,

qq:, A, Heald THIT, 3Fq [FATT FATT H RIS F e 9% v ity ofiv Joree arRit
Afaf=a@, 1940 (1940 1 23) HT 9T 26%F g Yacd ATHAT FT TAN FId U, SCHIZRT qohe +
FAICTHATSII + SSTHATE + fFTT T [2q gare SATe fiuter &7 719 ITART  forw @ fEfaEi,
o sfiw foawor ke wama | wfafug Fedt g |

[FT. . ToF-11035/53/2014-r0r]
Fad AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.829(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Gentamicin Sulphate + Clotrimazole + Betamethasone + Lignocaine is likely to involve

risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Gentamicin Sulphate + Clotrimazole + Betamethasone + Lignocaine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% fewett, 10 w74, 2016

FT.3A. 830(A).— FrlT TTHIT T TZ YT BT AT ¢ TF Fndamne + IF=agme- +
AT + e it o g 99 e F TIRT § 7 Siad R @aiy gi| wl  HET g,
STarfeh 3Fd AT o AT SATFeT ITAH 2,

Y 79 A & e g g e frers afafa g s e g s e fBows afafa S
FealT aeRT T A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e e st
TE €

A IR farerosr afafa v [Rrerient o Areme 9% ekl TR T I8 THTETE 21 13T g 5 o ° 3
sirorfer & | 37T o foru faerare fafamtr, fasrr sie faawr =i wfafug we ARt ww@ awfea &

ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [Fust qrafa i Frwrfen F e 9% e siufdr sie yaras arft
srfert==H, 1940 (1940 T 23) FT &TIT 26 FIT T&cd AEAT T TART Fd U, FATCIHTSIIT + S (AT
+ ST + e & AT ga S sirafer #1 719a 39 & o Gt et e s
foraqvor aehter yama & wiatvg it 8

[FT. . TF-11035/53/201 40|
g AT eTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.830(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Clotrimazole + Beclomethasone + Ofloxacin + Lignocaine is likely to involve risk to

human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Clotrimazole + Beclomethasone + Ofloxacin + Lignocaine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
7% feeett, 10 w74, 2016

FT3A. 831(A).—FaT TLHIT FT Tg THTATT BT TAT g foF SFigmEe + Fammie +
FAHRAHIA + SeHTE + o Sax grew & Faa gas 93 sfiufer & TR § 994 Siiad &l
FALT B ol TATAAT g, STaTeh IFd AT o AT T FeT ITAH &,

o7 =o famar i ety qeenr g (e e afala g str= 1 7% 2 o7 3 faas afafa ¥
Feal a7 A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e st
T %,

A IR fareresr afafa v [Rrerient o Areme 9% ekl TR R I8 THTETE 21 13T g 5 o 7 I
sirorfer % | 37T o foru faerare fafamtor, faerr sie faawr =i wfafug we At wwr e &

AT AT THIAM g,

qq:, A, Feald THIT, 3Fq [F0T FIATT H RIS F e 9% v iy ofiv Joree arRit
srterfeae, 1940 (1940 FT 23) T &TT 267 FRT Y& TTRAT T TART FLd g0, IFATHATHI + FAGTHATSIIA
+ FARAHADIT + ST + o Sax gre & = game 929 sfiuter #1 qa\a 393 & &
et fafamtor, R i Ao g v 7 ylftg w2 |

[T, ¥. TFE-11035/53/2014-Frurg]
Fae ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.831(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Becloemthasone + Clotrimazole + Chloramphenicol + Gentamycin + Lignocaine Ear

drops is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Becloemthasone + Clotrimazole + Chloramphenicol + Gentamycin + Lignocaine Ear drops with

immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeett, 10 974, 2016
AT, 832(H).— Frald TLAH FT Ig THTET &7 747 2 T Fgadsie + IiRemie + smuieEw
FT AT g ST Ul & TART | A19a S{ad il Ga<r g i S6TadT 8, St Iad ufer & qrerd
AT 3T

Y =9 A & e g g e fers afafa g s e g s e Bows et S
Fear aeRTe T A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e s

SELECH

A IR fareresr afata v [Rrerient o Areme 9% ekl IR T T8 THTTE 21 73T 2 5 o 7 I
sirorfer % | 37T o foru faerare fafatr, fasrr sie faawr =i wfafug we At wwr g &

ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [HOust qrafa i Frwrfen s 9% e siufdr sie yoras arft
srterfead, 1940 (1940 1 23) T T 26F FRT Y& LRIl T TANT Fd g, FEALSI + Ji¥erie +

SR Fit ffaa g @9 siufer 1 ara 3T F forg ekt ARt e sie e 9o
THATT | FTA G Fdl g |

[FT. . ToF-11035/53/2014-Sr0rE]
g AT eTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.832(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Flunarizine + Paracetamole + Domperidone is likely to involve risk to human beings

whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Flunarizine + Paracetamole + Domperidone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
¢ faeett, 10 7T, 2016
1.3, 833(3A).—Fa 1T TR FT T THTLTA 21 747 g T Yaaroner + i wmtares i e g
TSI ST o YT | TS S il Ga<r g il TATaAT g, STaieh I ATTier o qIerd Tqhed ITrse
G

3iY =9 faw &t e g g Mg fererosy |afeta g o= &1 12 &Y 39 fedus afmfa =
FeaiT a7 A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e st

SELECH

A IR farerosr afafa v [Rrerient o Areme 9% ekl TR T T8 THTTE 21 13T 2 5 o 7 3o
sirorfer % | 37T o foru faerare fafamtr, faerr sie faawr =i wfafug we Afatag wwr g &

ATTLTF AT THIAM g,

A, A, FralT TR, I (F9ras Arata 1 et F w97 i siwfer e y=ra arsh
srfarfaam, 1940 (1940 T 23) #iT &7 26% T Y& RAT T TART Fd g0, Xaarsirer + i wetare

#r o gow |99 sfiuter w7 99 39T & o st @i, G siv Haer aoe gama @
gfafug FdT 2 |

[T, . TF-11035/53/201 40|
Fad AT eTHT, T qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.833(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Rabeprazole + Zinc Carnosine is likely to involve risk to human beings whereas safer

alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Rabeprazole + Zinc Carnosine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.



[T II—-®UE 3(ii) ] YR kT TSI+ STHIEROT 107

st
% faeett, 10 974, 2016
I, 834(3N).— Frs 1T TLHTL FT I THTYTT 27 7 ¢ {5 wrerge + Huifeersy + aafwme i
A g " suter & YT | W SHad &l GqiT gid il GATaAT 8, Sarh IFd Siuter & qererd
AT 3T

Y =9 A & e g g e fers afafa g s e g s e fBows et S
FeaiT a7 A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e st

SELECH

A IR farerosr afafa v [Rrerient o Areme 9% ekl TR T T8 THTTE 21 13T 2 5 o 7 3o
sirorfer % | 37T o foru faerare fafamtr, faerr sie faawr =i wfafug we Afatag wwr g &

ATTLTF AT THIAM g,

A, AT, FARIT ALAE, IHd AT FIHIT i TRILTT F ST 92 AT e oY THTe_T qreRit
srfert==H, 1940 (1940 FT 23) T &TRT 267 FET T&cd hHAT AT TN FXd gU, ATAGE + HHITESTEA +
AN At o gue 99 swtd w1 qa ST & forg Gerard et G s e o
AT F TTAT0E Fdl & |

[T, &. TFE-11035/53/2014-S et
g AT eTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.834(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Magaldrate + Famotidine + Simethicone is likely to involve risk to human beings whereas

safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Magaldrate + Famotidine + Simethicone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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g
¢ faeett, 10 7T, 2016

FT.3M. 835(3).— Frx T TLHIT T T THTLTE 21 47 & [ RANgerdy + arafaq & Faa go=
TSI ST o YT | IS S il Ga<r gid il TATaAT g, STaieh I ATTTer o GIerd Tqhed ITrse
G

Y 79 A & e g g e fere afafe g st i e g s e fBows afafa S
el T 1 7 R f1 8 S siwtar F an ' =g aran g B s e Sheef s
T €

A IR fareresr afata v [Rrerient o Areme 9% ekl IR T T8 THTETE 21 13T 2 5 o 7 3o
sirorfer & | 37T % foru faerare fafamtor, faerr sie faawr =i wfafug we ARt w@r g &

AT AT THIAM g,

A, A, FralT TR, I (9=t Arata i et F sram a7 i siwfer e y=ra arsh
arferfare, 1940 (1940 T 23) FT 9T 267 FIT T&<d hAl FT TAN Fd g0, RMgerdia + amafaw &

R geTe e sirafer &7 Area ITART o forw fasras fafawton, e s R aore yame @ afafog
FLAT B |

[T, . TF-11035/53/201 40|
g AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.835(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Cyproheptadine + Thiamine is likely to involve risk to human beings whereas safer

alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Cyproheptadine + Thiamine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeett, 10 974, 2016
.. 836(3H).— FralT TLHIT F Tg THTLM 2l 74T g T wmerge + Wi + yehifes +
SWUREN T Faa g 93 siuier & Y3 ¥ 719 Sa &l @<l gi= 6l S99 g, ST Sad SHuter
o AT TTHeT ITAH 2,

3T =9 A & e g g e fers afafe g st e g s e Bows et S
FealT aeRT T A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e e s

SELECH

A IR fareresr wfafa v [Rrerient o Areme 9% ekl IR R T8 THTETE 21 13T g 5 o 7 I
sirorfer % | 37T o foru faerare fafamtor, fasrr sie faawr =i wfafug we At ww awfga &
ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [Fust qrafa £ Frwrfen e 9% 7 sfiufdr sie yaras arft
arfert==H, 1940 (1940 #T 23) Fir g7 26F FRT T&cd ATHAT FT TAN FLd gU, WITASE + WS +
YhifeT + SmuiE & Faa gas g9 siwfer &7 qa 37w & o Gward [, &E ew
foraqvor aekter gama & wfafvg it 8

[FT. . ToF-11035/53/201 40|
g AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.836(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Magaldrate + Ranitidine + Pancreatin + Domperidone is likely to involve risk to human

beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Magaldrate + Ranitidine + Pancreatin + Domperidone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
¢ faeett, 10 7T, 2016

1.3 837(3).—Fva [T TLHRT FT AZ THTA 2l AT ¢ o WS + wneage + FAR¥am & Faa
GIOF G AT F TN F JEF ST H GALT g1 il SqTEAT g, STareh 37 SMUTer F qLIrd Ao
ITAH G,

Y =9 A & e g g e fers afafa g s e g s e Bows et S
Fear aeRTe T A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e s
T €

A IR fareresr afata v [Rrerient o Areme 9% ekl IR T T8 THTTE 21 73T 2 5 o 7 I
sirorfer % | 37T o foru faerare fafatr, fasrr sie faawr =i wfafug we At wwr g &

ATTLTF AT THIAM g,

qq:, A, Feald THIT, IFq [F0T FATT H RIS F e 9% T ooty ofiv Joree arnRit
Ffafaw, 1940 (1940 F7 23) FT &7 26F T Yad ATRAT F TIN FId g0, WS + WEge +

AR At 7 g @ sife w1 aee s F forg ferrd @fawton, e siv e g
THATT | FTA G Fdl g |

[FT. . ToF-11035/53/2014-Sr0rE]
g AT eTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.837(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Ranitidine + Magaldrate + Simethicone is likely to involve risk to human beings whereas

safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Ranitidine + Magaldrate + Simethicone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeett, 10 974, 2016
FT.3M. 838(3).—F~<1T TR FT Tg THTATH BT TAT & oF WMeIge + YU + WTeT STgqed +
YARFI AT 7T ga T Siuter % TR § G149 S(ad & @<l g il TH1EAT §, STt Sad siuter
= AT TTHeT ITAH 2,

37 =9 A & e g g e frers afafa g st i e g s e fBows gt S
FealT aeRT T A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e st

SELECH

A IR fareresr afafa v [Rrerient o Areme 9% ekl TR R I8 THTETE 21 13T g 5 o 7 I
sirorfer % | 37T o foru faerare fafamtor, faerr sie faawr =i wfafug we At wwr e &

AT AT THIAM g,

qd:, N, FealT TR, Iaq [Fust qrafa i Frerfen e 9% $w sfiufdr sie yaras arft
srfert==®, 1940 (1940 FT 23) T gTXT 26%F FT Ta&d@ ATHAT FT TAN Fd gU, AMTAGE + ITUT + Tl
g + YRS AT =T g FATS fiuter &7 q19a ITART  forw Ay fafawi, G siw g
T TAE & T 0g Fdl 2 |

[FT. . ToF-11035/53/201 40|
g AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.838(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Magaldrate + Papain + Fungul Diastase + Simethicone is likely to involve risk to human

beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Magaldrate + Papain + Fungul Diastase + Simethicone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
¢ faeett, 10 7T, 2016

FT.3M. 839(37).— FralT TLHIT T TZ THTLTA 2T AT ¢ T @i« + [ + safRes i Faa
GIOF G AT F AN F JEF ST H GALT g1 il SqTEAT g, STateh 37 SHUTer o qLIerd dAqahed
ITAH G,

37 79 A & e g g e fere afafe g s i e g s e fBows /et S
Feai a7 A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e e s
T €

A IR fareresr afata v [Rrerient o Areme 9% ekl TR w7 T8 THTTE 21 73T 2 5 o 7 I
sirorfer % | 37T o foru faerare fafamtor, fasrr sie faawor =i wfafug we At ww awfga &
ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [Fust qrafa i Frfen e 9% $w sfiufdr sie yoras arf
srterfeae, 1940 (1940 F7 23) Hi &I 26F FRT Y& RAT FT TART Fd g0, @ + o +

SR #it fFfaa g @9 siafer 1 ara 3T F forg ek ARt e sie e 9o
TATT | TTA G Fal g |

[FT. . TF-11035/53/201 40|
e AT THT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.839(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Rabeprazole + Zinc + Domperidone is likely to involve risk to human beings whereas safer

alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Rabeprazole + Zinc + Domperidone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeett, 10 974, 2016
1.3, 840(3H).— FralT TLHIT FT T THTYTT gl TAT g o HHIRET + AaAIehT + Aerge il
AT g " suter & YT | WAF SHad &l GqeT gid il GATaAT 8, Sath IFd Siurer & qrerd
AT 3T

Y 79 A & e g g e fers afafa g s i e g s e fBows afafa S
Feai a7 A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e e s

SELECH

A IR fareresr afata v [Rrerient o Areme 9% ekl TR w7 T8 THTTE 21 73T 2 5 o 7 I
sirorfer % | 37T o foru faerare fafamtor, fasrr sie faawor =i wfafug we At ww awfga &

ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [Fust qrafa i Frfen e 9% $w sfiufdr sie yoras arf
srterfeae, 1940 (1940 T 23) it gRT 26F FRT Y& ATHAT T TART Fd gU, HHITSSIT + SArFtehd +

TTege  Faa gerh S Siufd F7 7\a START * forg e fAfamn, G siv fHaer o
TATT | FTA G Fal g |

[FT. . TF-11035/53/201 4]
g AT eTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.840(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Famotidine + Oxytacaine + Magaldrate is likely to involve risk to human beings whereas

safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Famotidine + Oxytacaine + Magaldrate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeett, 10 974, 2016
1.3, 841(H).— FralT ALK F Tg AT 2l AT g o Wi+ smafies + afmRse i
A g " siuter & YT | W SHad &l GqeT gid il GATaAT 8, Sarh IFd Siuter & qererd
AT 3T

Y =9 A & e g g e fers afafa g s e g s e Bows et S
Fear aeRTe T A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e s

SELECH

A IR fareresr afata v [Rrerient o Areme 9% ekl IR T T8 THTTE 21 73T 2 5 o 7 I
sirorfer % | 37T o foru faerare fafatr, fasrr sie faawr =i wfafug we At wwr g &

ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [HOust qrafa i Frwrfen s 9% e siufdr sie yoras arft
arferfaare, 1940 (1940 7 23) T &7 26%F T Y& ATRAT T TIN FLd g, W+ Sl +

AR it o g G sirfer #1 ara 3T F oo Gt fBfamtn, B s e aoe
THATT | FTA G Fdl g |

[FT. . ToF-11035/53/2014-Sr0rE]
g AT eTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.841(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Ranitidine + Domperidone + Simethicone is likely to involve risk to human beings whereas

safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Ranitidine + Domperidone + Simethicone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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afgg=T
s faweft, 10 9T, 2016

1A, 842(3H).— FralT TR T Ig T 2r 11 2 o ufowfas ¥R + fifeaw smemeive +
5 TEARAT gresiaTse + Aiaw gregiaaTse & Faa gue 929 it & YT & 9199 Stad &l
GALT ZI ol HATAAT &, T 3% SAUTer o LT T e I g,

Y 79 A & e g g e fers afafa g s e g s e fBows afafa a
FealT a7 A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e e st
TE €

A IR farerosr afafa v [Rrerient o Areme 9% ekl TR T I8 THTETE 21 13T g 5 o ° 3
sirorfer & | 37T o foru faerare fafamtr, fasrr sie faawr =i wfafug we ARt ww@ awfea &

ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [Fust qrafa i Frwrfen F e 9% e siufdr sie yaras arft
srterfeae, 1940 (1940 T 23) it gRT 26F T Y& ATHAT T TAN Fd g0, TR Thae + difeaw
FIEFE S &6 TWYRTAT gRgaEe + FAREH grEgaaTse fif o gars 93 sirofer F:1 719a
ST o for e frfamtor, R siv e aorma w3 sfeftg w2

[T, ¥. TFE-11035/53/2014-Frurg]
Fae ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.842(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Alginic Acid + Sodium Bicarbonate + Dried Aluminium Hydroxide + Magnesium

Hydroxide is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Alginic Acid + Sodium Bicarbonate + Dried Aluminium Hydroxide + Magnesium Hydroxide with

immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% fewett, 10 w74, 2016

FA. 843(H).—F=T THR F Jg FArE™ gl T g & FeRFew + aems +
TTTATIFAATEA + ik STFARAN i F=a gae s siufdr % T30 & 9Wa Sfaq & @aqeT g i
TATAAT ¢, STTeh 3 AT % LT TTFeT ITAH 2,

Y 79 A & e g g A frers afafa g st e g s e fBows et S
FealT aeRT T A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e e st
T %,

A IR farerosr afafa v [Rrerient o Areme 9% ekl TR T I8 THTETE 21 13T g 5 o ° 3
sirorfer & | 37T o foru faerare fafamtr, fasrr sie faawr =i wfafug we ARt ww@ awfea &

ATTLTF AT THIAM g,

qq:, A, Feald TCHIY, 3Fd [F0T FATT H RIS F e 9% i ity ofiv Joree arRit
srterfeae, 1940 (1940 FT 23) T €T 267 T Tacd ARl &1 TAR Fd gu, Rl + Jafenne +
TTEATEATE + GiHRT e dRmE i Fua e @ ity #w T oame s w g G
rfamtor, B it Ao g vare 7 aftg w2 |

[T, ¥. TFE-11035/53/2014-Frurg]
Fae ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.843(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Clidinium + Paracetamol + Dicyclomine + Activated Dimethicone is likely to involve risk

to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Clidinium + Paracetamol + Dicyclomine + Activated Dimethicone with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% fewett, 10 w74, 2016

FLAT. 844(H).— Frid TLHIT T Tg FATIE 2T AT 2 [ WS + AgHeeiT +
AATATSE i 3T G S ST 3 YT & 9 ST il @<l gid hl STadT §, STaeh Iod SHurer
= AT TTHeT ITAH 2,

Y =9 A & e g g A fers afafa g s e g s e fBows et S
Feal a7 A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e st

SELECH

A IR fareresr afafa v [Rrerient o Areme 9% ekl TR R I8 THTETE 21 13T g 5 o 7 I
sirorfer % | 37T o foru faerare fafamtor, faerr sie faawr =i wfafug we At wwr e &

AT AT THIAM g,

A, A, FralT TR, I (9=t qrata i et F w97 i siwfer o yorae arh
srterfead, 1940 (1940 T 23) #H &R 26F FRT & ARAT F TART Fd g0, FISIEE +

AAFAEN + AR T [T g S siuter 1 a9 3T F oo Gt At B s
¥ TRt THTE & Tiatvg Fdl g |

[FT. . ToF-11035/53/201 40|
g AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.844(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Furazolidone + Metronidazole + Loperamide is likely to involve risk to human beings

whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Furazolidone + Metronidazole + Loperamide with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeett, 10 @7, 2016
1.3, 845(37).— F=1T TTHTT T I AUTLTT 21 AT 2 T XqaTSiier + STEaeiithe® + AT
FT AT g ST Ul & TART § A19a S{ad 0 Ga<T g i S6TadT 8, STt Iad Siufer & qrerd
AT 3T

Y =9 A & e g g e fers afafa g s e g s e Bows et S
Fear aeRTe T A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e s

SELECH

A IR fareresr afata v Rrerient o Areme 9% ekl TR T I8 THTETE 21 13T g 5 o 7 3o
sirorfer % | 37T o foru faerare fafatr, fasrr sie faawr =i wfafug we At wwr g &
ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [HOust qrafa i Frwrfen s 9% e siufdr sie yoras arft
srterfeae, 1940 (1940 FT 23) HiT g 26%F FIT Tacd LhAl T TANT Fd g, @IS + STSFATHAS +

YrfReErer £ Faa gers e st #1 a9 3T F oo et &fawton, e siv B g
THATT | FTA G Fadl g |

[FT. . ToF-11035/53/201 4]
g AT eTHT, T qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.845(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Rabeprazole + Diclofenac + Paracetamol is likely to involve risk to human beings whereas

safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Rabeprazole + Diclofenac + Paracetamol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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g
¢ faeett, 10 7T, 2016

.. 846(37).— FralT TLHIT HT TZ THTLE 2l TAT ¢ FF Wi + wnege i o go=
TSI ST o YT | AT S il A<l gid il TATaAT g, STaeh IFd AT o GIeqd Tqhed ITcrse
G

Y 79 A & e g g R fes afafe g s i e g s e Bows et S
el T 1 7 R f1 8 S siwfar 3 am # =g aran maw g B g e Sfeaf s
T €

A IR farerosr afafa v [Rrerient o Areme 9% ekl TR T T8 THTTE 21 13T 2 5 o 7 3o
sirorfer % | 37T o foru faerare fafamtr, faerr sie faawr =i wfafug we Afatag wwr g &

ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [Fust qrafa i Frwrfen s 9% e sfiufdr sie yoras arft
arferfaare, 1940 (1940 7 23) Ft &1 26% FIXT Ta<d ARRAT HT TANT Fd g0, AT + Frage & [T
GITF HATST S 7 7199 IR 3 forw fEskamed fafamion, e sie e aormer yama & gfafog st
gl

[T, . TF-11035/53/201 40|
Fad AT eTHT, T qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.846(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Ranitidine + Magaldrate is likely to involve risk to human beings whereas safer alternatives

to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Ranitidine + Magaldrate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeett, 10 974, 2016
.. 847(H).— FrlT TLHIL FT Tg THTATT &7 7 g o Teeaaem + agiHemne + [
ufdee it o gers e rafd 3 ST & 99 Sfia| R ga7T g it S9rEET g, Taf 39 s w
AT AT ITAH 2,

3T =9 A & e g g e fers afafe g st e g s e Bows et S
FealT aeRT T A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e e s

SELECH

A IR fareresr wfafa v [Rrerient o Areme 9% ekl IR R T8 THTETE 21 13T g 5 o 7 I
sirorfer % | 37T o foru faerare fafamtor, fasrr sie faawr =i wfafug we At ww awfga &
ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [Fust qrafa £ Frwrfen e 9% 7 sfiufdr sie yaras arft
srterfea¥, 1940 (1940 T 23) T g7 26F FRT Y@ ARAT F TAN Fd gU, ARGAEETRT +
AR + R afte $it e g g3 siofer 1 g swe 3 forg St &famtn, G s
foraqvor aekter gama & wfafvg it 8

[FT. . ToF-11035/53/201 40|
g AT THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.847(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Norfloxacin + Metronidazole + Zinc Acetate is likely to involve risk to human beings

whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Norfloxacin+ Metronidazole + Zinc Acetate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
¢ faeett, 10 7T, 2016

F1.IM. 848(3N).— FriT TTHT FT I TATYTE 21 74T ¢ T i Fetae" + dmes $i Faa
GIOF G AT F TN F JEF (G H GALT g1 il SqTAAT g, STateh IFa SMUTer F qLIrd Ao
ITAH G,

Y =9 A & e g g e fers afafa g s e g s e Bows et S
Fear aeRTe T A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e s
T €

A IR fareresr afafa v [Rrerient o Areme 9% ekl IR T I8 THTTE 21 13T 2 5 o ° 3o
sirorfer % | 37T o foru faerare fafatr, fasrr sie faawr =i wfafug we At wwr g &

ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [HOust qrafa i Frwrfen s 9% e siufdr sie yoras arft
srfarfaam, 1940 (1940 7 23) FT 9T 267 FT Y& ARAT T TART FLd g0, i FEtarsT + e

#T o gow |99 sfiuter w7 q9a 39T & o st @i, G siv B aoe gama @
gfafug FdT 2 |

[T, . TF-11035/53/201 40|
Fad AT eTHT, T qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.848(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Zinc Carnosine + Oxetacaine is likely to involve risk to human beings whereas safer

alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Zinc Carnosine + Oxetacaine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeett, 10 974, 2016
1.3, 849(H).— FralT TLHIT FT Tg TATHTT &7 TAT 2 T MaAeThe + WTge + BT il
A g " suter & YT | ’AF SHad &l GaiT gid il GATaAT 8, SAath IFd Siuter & qererd
AT 3T

Y =9 A & e g g e fers afafa g s e g s e fBows et S
FeaiT a7 A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e st

SELECH

A IR farerosr afafa v [Rrerient o Areme 9% ekl TR T T8 THTTE 21 13T 2 5 o 7 3o
sirorfer % | 37T o foru faerare fafamtr, faerr sie faawr =i wfafug we Afatag wwr g &

ATTLTF AT THIAM g,

qq:, A, Feald ThHIL, IFd (F0T FATT H RIS F e 9% v ity ofiv Joree arRit
giaf=ad, 1940 (1940 7 23) FT 9T 26% FILT Tacd ATHAT FT TART FId gU, AFHETHT + FATASE +

e f Mg gers @9 siufe w1 g9 3T F oo s ARt G siv fBaeor g
THATT | FTA G Fadl g |

[FT. . ToF-11035/53/201 4]
g AT eTHT, T qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.849(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Oxetacaine + Magaldrate + Famotidine is likely to involve risk to human beings whereas

safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Oxetacaine + Magaldrate + Famotidine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
7% feeett, 10 w74, 2016

1.3, 850(3T).— Fra [T AL T Tg THTTH 21 TAT 2 T FSrwmenier (TR wifee daee & 7 #)
+ fie wFtaTEA (fhew ffde 2a@ie F € ®) it o e g9 siwfer F y=er F /e Sfaw it ae
S T HTAAT §, STaTeh SFd AT o AT SAqheT ITAH 2,

siiv = o i el AR g e fRers afefy g s & T 2 s o R atefa T
Fear aeRTe T A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e s
T €

A IR fareresr afata v Rrerient o Areme 9% ekl TR w7 I8 THTTE 21 13T g 5 o 7 I
sirorfer % | 37T o foru faerare fafatr, fasrr sie faawr =i wfafug we At wwr g &

ATTLTF AT THIAM g,

qA:, A, Fea T GLHTY, IFa (A9rwsr afufa £ Rrerfern F swame ux &7 siufer sfiv ywmrae areft
srfert==®, 1940 (1940 FT 23) T T 26% FIXT Tacd ARAT & TART Fd g0, Yeramne (G #ifes
ae F w9 ¥) + i smtarey (Reew fifee dTo@e F w0 §) & g g g9 shufer w1 qme 3o
3 foro fasmarst fafamtor, e s fRrawor aormer gama & afafvg #dr 8 )

[T, ¥. TFE-11035/53/2014-Frurge]
Fae ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.850(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Pantoprazole (as Enteric Coated Tablet) + Zinc Carnosine (as Film Coated Tablets) is

likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Pantoprazole (as Enteric Coated Tablet) + Zinc Carnosine (as Film Coated Tablets) with immediate

effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
7% feeett, 10 w14, 2016

F.3T. 851(3).—Fea 1 TLHTT T T THTET 21 747 2§ FoF o reitareer + Avafay gregemse +
6 TR gregiaaTse + AR f Faa gers @aee sfiufer 3 72w F /e stias i1 @a< g
T GATAAT &, A Th IF ST F LT AT 3T &,

Y =9 A & e g g A fers afafa g s e g s e fBows et S
Feal a7 A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e st
T €

A IR fareresr afafa v [Rrerient o Areme 9% ekl TR R I8 THTETE 21 13T g 5 o 7 I
sirorfer % | 37T o foru faerare fafamtor, faerr sie faawr =i wfafug we At wwr e &

AT AT THIAM g,

qd:, N, FealT TR, Iaq [Fust qrafa i Frerfen e 9% $w sfiufdr sie yaras arft
srfarfam, 1940 (1940 T 23) FiT 9T 26F FIXT Y& ARRAT HT TIW Fd gu, i IetarsT + =i

TESITSE + % TAaw gregimamse + RaRes it g goes @3 sirafe &1 9@ IR+
for et fRfamtor, R iz e g yae 7 yRftg wh g

[T, ¥. TF-11035/53/2014-Frurg]
Fae ST QTHT, HYFT Hf=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.851(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Zinc Carnosine + Magnesium Hydroxide + Dried Aluminium Hydroxide + Simethicone

is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the
Central Government and the said Expert Committee recommended to the Central Government that the said

drug is found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in
exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central
Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose
combination of Zinc Carnosine + Magnesium Hydroxide + Dried Aluminium Hydroxide + Simethicone

with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
7% feeett, 10 w74, 2016

AT, 852(3).— Fra T ALY HT Tg AL 2l TAT ¢ T o FeirarsT+ gareshe i Faq ga
TSI ST o YT | TS S il Ga<r g il TATaAT g, STaieh I AT o GIerd Tqhed ITcrse
G

Y =9 A & e g g e fers afafa g s e g s e Bows et S
Fear aeRTe T A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e s

SELECH

A IR fareresr afata v [Rrerient o Areme 9% ekl IR T T8 THTTE 21 73T 2 5 o 7 I
sirorfer % | 37T o foru faerare fafatr, fasrr sie faawr =i wfafug we At wwr g &

ATTLTF AT THIAM g,

A, A, FralT TR, IoFa (F9rast Arata i et F w97 siw sfiwfer e ywra arsh
arferfar, 1940 (1940 =1 23) Fit &7 267 FIXT Y& ARRAT T TN F2d g0, i Feiarg+ Yohrershe

#r o gaw |99 sfiuter w7 q9a 39T & o st AR, G siv Haer aoe gama @
gfafug FdT 2 |

[T, . TF-11035/53/201 40|
g AT eTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.852(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Zinc Carnosine + Sucralfate is likely to involve risk to human beings whereas safer

alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Zinc Carnosine + Sucralfate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FrfergET
¢ faeett, 10 7T, 2016

3. 853(3F).— Fea T TCRIT AT AZ THITH 21 747 2 T A iR siafs wadfrondt Soger
(REXHIFHE Bhford + FAREAA ez + AfqE Ad-grsy + Afdes AR affew) H Faa g
TSI ST o YA & AT S il Gaer g il TATaAT g, STaeh IFd AT o T Tqhed ITrse
2;

ST = o it et A g e faeras afefa g = & T 8 e sea e wfafa a
FearT a7 A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e M s
T &,

S 3 faQras afafa T RTiert o Ses 9T Feaid ST A7 Ig q9TeT ol 73T g T 291 § 3
sirorfer % | 37T % foru e fafatr, faerr sie faawr =i wfafug we At @ aewfga &
ATTLTF AT THIAM g,

qd:, T, FealT LRI, Iaq [FAusT qrafa i e e 9¢ 7 sfiufdr sie yoras arft
afarfaTm, 1940 (1940 =T 23) FT 4T 26F FRT Tacd JRAT FT TART FJ g0, AT iR Aalas
A FE (REhahd e + FAIREEIH SJeRiRad + ¥y A9qgesd + dfdes tRe
IRTw) i g e G s #7 ame ST F oo e fEfRmir, B s B g
T9TE | Iiafg Far g |

[T, ¥. TF-11035/53/2014-Fruge]
Fae ST STHT, HYFT Hf=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.853(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Mebeverine & Inner HPMC capsule (Streptococcus Faecalis + Clostridium butyricum +
Bacillus mesentricus + Lactic Acid Bacillus) is likely to involve risk to human beings whereas safer

alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Mebeverine & Inner HPMC capsule (Streptococcus Faecalis + Clostridium butyricum + Bacillus
mesentricus + Lactic Acid Bacillus) with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
7% feeett, 10 w74, 2016

FT.T. 854(3N).— Fea1T TR HT T2 THTAT 21 747 2 FF e + Fdamne + afdes
Uit aftew 1 Faa gos 99 ufe F TR § 9 Siaq & @qd g9 Rl GHTEEr 8, Sarh 39
Srofer 3 AT SAqFheT ITAH 2,

Y =9 A & e g g A fers afafa g s e g s e fBows et S
Feal a7 A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e st

SELECH

A IR fareresr afafa v [Rrerient o Areme 9% ekl TR R I8 THTETE 21 13T g 5 o 7 I
sirorfer % | 37T o foru faerare fafamtor, faerr sie faawr =i wfafug we At wwr e &
AT AT THIAM g,

A, A, FralT TR, I (9=t qrata i et F w97 i siwfer o yorae arh
afafeaw, 1940 (1940 1 23) it 9T 26F FRT Yaad el #1 YART wa gu, faemmse +

FAGITSIS + dfdes TR afew At g gos 99 siuty 1 9 TR & oo fHeremer GfEmi,
foera sfiT aaer aenta Ta1e § giaftg Fdr g |

[FT. . ToF-11035/53/201 40|
g AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.854(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Clindamycin + Clotrimazole + Lactic Acid Bacillus is likely to involve risk to human

beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Clindamycin + Clotrimazole + Lactic Acid Bacillus with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
¢ faeett, 10 7T, 2016

FT.3M. 855().— Fral T TLHL T A TATATT 21 74T & T RAeewfher + wagrRaye awe #7 Faa
GIOF G AT F TN F JEF ST H GALT g1 il SqTEAT g, STareh 37 SMUTer F qLIrd Ao
ITAH G,

Y =9 A & e g g e fers afafa g s e g s e Bows et S
Fear aeRTe T A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e s
T €

A IR fareresr afata v [Rrerient o Areme 9% ekl IR T T8 THTTE 21 73T 2 5 o 7 I
sirorfer % | 37T o foru faerare fafatr, fasrr sie faawr =i wfafug we At wwr g &

ATTLTF AT THIAM g,

qq:, A, eald ThHIT, IFd [FA0T FATT H RIS F e 9% o7 iy ofiv Joree arnRit
gfaf=aw, 1940 (1940 T 23) HT 41T 26% T T2cd ATHAT FT TIW Fd g, Reeafhe + wrreae

Ao FT =T G G siuter w1 aree ST F forw ekt frfawton, e sie Ao Jere v
q gfafug T 2 |

[FT. . TF-11035/53/201 4]
g AT eTHT, T qi=ea

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.855(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Sildenafil + Estradiol Valerate is likely to involve risk to human beings whereas safer

alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Sildenafil + Estradiol Valerate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.



[T II—-®UE 3(ii) ] YR kT TSI+ STHIEROT 129

g
¢ faeett, 10 7T, 2016
AT, 856(3T).— Fea T TLHTT T Tg THTHTT &l TAT & T FAIAHT arsee + Ffaeaiam + s
+ wifers AR + AyrEEdaeT AT + qrERErRAT + argarfia + AT + ANFEATEAT TR + -
AT T 73T g ST SiOTer o YT | HIAa S &l @<l g+ hl G919 §, Saieh Sad Araier
¥ FIIAT ATFT ITAH &,

3 =9 oo i e A g g fereras |t g Sti= &y TS 8 S Sea faers |t i T
Feal a7 A e f1 & 5 39 shwfer & are § =g A v 2 5w e e s

SELECH

ST 3 faQras afafa T RTiert o Ses 9T Feaid 93T A7 Ig qaTeT ol 73T g o 291 § 3Fq
sirufer 3 J19a ST & o faewars ARt G s fawor #1 wfafug wo Tt s awRa #

ATTLTF AT THIAM g,

A, A, FralT TR, I (9= Arata i et F swam a7 siw siwfer e y=rae arsh
arferfaae, 1940 (1940 FT 23) & gTT 26%F FNT Y& ATRAT & TART Fd gU, FANAKT GTaee +
FfaewiAm + Fiw + st the + JusasEae + eREwis + asda + a@Rar +
AANHIRATIE TR + TA-ARIATE it 7 geres S siofer &1 /e 3wt F forg st fafamor,
e s Ao aea wame 7 shfvg w2 |

[T, ¥. TFE-11035/53/2014-Frurge]
Fae ST QTHT, HYFT Hf=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0.856(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Clomifene Citrate + Ubidecarenone + Zinc + Folic Acid + Methylcobalamin +
Pyridoxine + Lycopene + Selenium + Levocarnitine Tartrate + L-Arginine is likely to involve risk to

human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Clomifene Citrate + Ubidecarenone + Zinc + Folic Acid + Methylcobalamin + Pyridoxine + Lycopene
+ Selenium + Levocarnitine Tartrate + L-Arginine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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% faeett, 10 974, 2016
FTAAT. 857(31).— Fea1T TLHT FT I THTAT 27 7147 2 & qradmfiv + srrdemiig + wifes
uftre FT i g 9o ofd & Y= & 99 S{ad i GaiT gl GHTEET §, Sl 39 e &
AT AT ITAH 2,

Y 79 A & e g g A frers afafa g st e g s e fBows et S
sl aeRT T A e f1 & 5 39 shwfer & 9 § =g A w2 5 e e e st

SELECH

A IR farerosr afafa v [Rrerient o Areme 9% ekl TR T I8 THTETE 21 13T g 5 o ° 3
sirorfer & | 37T o foru faerare fafamtr, fasrr sie faawr =i wfafug we ARt ww@ awfea &

ATTLTF AT THIAM g,

A, A, FralT TR, I (9=t qrata Fr et F w97 3iw siwfer e y=rae arshy
srfert==H, 1940 (1940 1 23) i &7 26%F FIXT Y& ATRAT 1 TART FLd g0, TEAUFA + qIgdS @i+

+ Hifers Tfle f P gees g siufer 1 ame ST F oo B fEfemirn, B s B
TR T § THATg FLdl g |

[T, . ToF-11035/53/201 40|
Fad AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.857(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Thyroxine + Pyridoxine + Folic Acid is likely to involve risk to human beings whereas

safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Thyroxine + Pyridoxine + Folic Acid with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FAT. 858(A).— Frald HAGHIT FT I FHTAN 2l AT 2 FF SewmefRe + Imvae +
FAAHARI + SETHTERA + AT T {9 g 94 sofe & YR § 719a Stiae w1 @aqT
S T HTAAT ¢, STaTeh SFd T o AT SAheT ITAH 2,

Y z9 A & e g g A fers afafa g st i e g s e Bows afafa S
Feal aeRT T A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e e s
T €

A IR farerosr wfafa v Rrerient o Areme 9% ekl IR T I8 THTETE 21 13T g 5 o 7 3
sirorfer % | 37T % foru faerare fafamtor, faerr sie faawr =i wfafug we At wwr g &
ATTLTF AT THIAM g,

qq:, A, Feald TCHIT, 3Fq [F0T FATT HT RIS F e 9% T ity ofiv Joree arnRit
srterfead, 1940 (1940 FT 23) T &7 26%F FIT Y& ATHAT T TANT FId g, ASTHTS AT + STATHAEN +
FAAHARI + SFHATS R + G 1 (o gers S siufer &7 a9 37T  forg et
frfamtor, B it Ao g vae 7 aeftg w2 |

[T, ¥. TF-11035/53/2014-Frurg]
Fae T STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.858(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Gentamycin + Dexamethasone + Chloramphenicol + Tobramycin + Ofloxacin is likely to

involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Gentamycin + Dexamethasone + Chloramphenicol + Tobramycin + Ofloxacin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FT.3M. 859(3).— FrulT TLHIT T AZ THTATH I AT g FF SHFASHNThT + dAqifem +
PRl + i f o g @9 siufer % y=er & qma sttaw i @ae g i gareer 8, JatE
I SAOTer % G ST Hhed 3T &,

Y =9 A & e g g e fers afafe g st e g s e fBows e S
FealT a7 A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e e s

SELECH

A IR farerosr afata v [Rrerient o Areme 9% ekl G R T8 THTTE 21 73T g 5 o 7 I
sirorfer % | 37T o foru faerare fafamtor, faerr sie faawor =i wfafug we At wwr g &

ATTLTF AT THIAM g,

qA:, A, Fea T GLHTY, IFa (A9rwsr afufa £ FRrerfer F swame ux &7 siufer sfiv ywmrae arft
afer==®\, 1940 (1940 +T 23) T 9T 26%F FT Vacd RRAT A TAN FId g0, SHFUEHARET +
Aaifafcm + Feewds + i & Faa gos g9 siater w1 qma 37+ oo Gerarsd [EEi,
s sie faaer aqere yara & gfafog et g |

[T, . ToF-11035/53/201 40|
g AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.859(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Dextromethorphan + Levocetirizine + Phenylephrine + Zinc is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Dextromethorphan + Levocetirizine + Phenylephrine + Zinc with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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F.3T. 860(37).— FralT TLHR FT Tg AT 21 747 & T Rirsgerse + A& + Sargesds +
T ol Foq GO A SHUTer & ST & /1A SHae I @<l i Sl GATaAT g, STaieh Sad SHuer
= AT TTHeT ITAH 2,

37 z9 A & e g g e fers afafe g st i e g s e fBows et S
Feal aeRT T A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e e s

SELECH

A IR farerosr wfafa v Rrerient o Areme 9% ekl IR T I8 THTETE 21 13T g 5 o 7 3
sirorfer % | 37T % foru faerare fafamtor, faerr sie faawr =i wfafug we At wwr g &

ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [FOust qrafa i e e 9% e sfiufdr sie yaras arft
Ftafaa, 1940 (1940 F7 23) HT 8T 26%F FT Tacd AT FT TIW Fd g0, FASgaTEE + fMies +
FATEARAT + THIFHIE ol (I G G Suter &7 q19a ITANT & forg fEsware ffawm, e e
forqvor aehter gama & wfafog #wft 21

[FT. . T-11035/53/2014- 0]
g AT eTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.860(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Nimesulide + Loratadine + Phenylephrine + Ambroxol is likely to involve risk to human

beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Nimesulide + Loratadine + Phenylephrine + Ambroxol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FLAT. 861(A).—F=T THR *1 Jg THTEE 2 7 g TF ugwhw + HAreewde +
FACHHHIT WAL T [T G FAST TS F TIRT F AT ST Rl AT g1 sl THEAT 8, Tl
3T STTer F G AT I g,

Y =9 A & e g g A fers afafa g s e g s e fBows et S
Feal a7 A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e st

SELECH

A IR fareresr afafa v [Rrerient o Areme 9% ekl TR R I8 THTETE 21 13T g 5 o 7 I
sirorfer % | 37T o foru faerare fafamtor, faerr sie faawr =i wfafug we At wwr e &
AT AT THIAM g,

qd:, N, FealT TR, Iaq [Fust qrafa i Frerfen e 9% $w sfiufdr sie yaras arft
srterfeare, 1940 (1940 =T 23) = &7 267 LT & <A1 HT TANT FLd g0, HIAgFAIT + HATTAHUT +

FACHATHT AN it 7 gares e siofer 1 /e 37T F forg ferarsr f@fawtor, fer siv fawor
TR T § THATZ FLdl g |

[FT. . ToF-11035/53/2014-Sr0rE]
g AT eTHT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.861(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Bromhexine + Phenylephrine + Chlorepheniramine Maleate is likely to involve risk to

human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Bromhexine + Phenylephrine + Chlorepheniramine Maleate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FAT. 862(3).—FaF HLHL T A THTITT 21 AT & [ STALHATITET + TIHGHAIT + MAHAT
FT AT g ST Ul & TART § A19a S{ad 0 Ga<T g i S6TadT 8, STt Iad Siufer & qrerd
AT 3T

Y =9 A & e g g e fers afafa g s e g s e Bows et S
Fear aeRTe T A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e s

SELECH

A IR fareresr afata v [Rrerient o Areme 9% ekl IR T T8 THTTE 21 73T 2 5 o 7 I
sirorfer % | 37T o foru faerare fafatr, fasrr sie faawr =i wfafug we At wwr g &

ATTLTF AT THIAM g,

qq:, A, Feald THIT, IFq [F0T FATT H RIS F e 9% T ooty ofiv Joree arnRit
gfaf=ae, 1940 (1940 =T 23) T 41T 26% FT T2 JATHAT T TART FLd gU, SFAGHAAIEA + FHgadiT

+ MAHATA T 73T G FF Sfwfer 7 719 3TANT & forw e fafaeton, G o g g
TATT | FTAT0E Fadl g |

[T, . TF-11035/53/201 40|
Fad AT eTHT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.862(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Dextromethorphan + Bromhexine + Guaiphenesin is likely to involve risk to human

beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Dextromethorphan + Bromhexine + Guaiphenesin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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.3, 863(3).—Fw 1T TLHTL HT A TUTITH 21 747 2 3 Jarferiier + SN + Heraarswde +
TFASHIIE + K T 72T Gk ST SfOTer & YT | /A SHad il Gal g =l 99191 §, Saih
3T T F AT AT ITAH g,

T = A i F0T g g e e afafy g s f w2 o saa Reaws afafa T
el T 1 7 R 1 8 S siwta F an ' g aran g O g e Rfeef s
T €

A IR fareresr wfafa v [Rrerient o Areme 9% ekl IR R T8 THTETE 21 13T g 5 o 7 I
Sirofer 3 e ST & forw faskerst fRrfmtor, G s faeo #r wiafvg o et @ e §
ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [Fust qrafa £ Frwrfen e 9% 7 sfiufdr sie yaras arft
srterfeae, 1940 (1940 FT 23) it gT 26%F T Tacd RAT 1 TINT Fd gU, IATHEHIA + FES +

FATEAHOT TFIANET + FRT i [ g w@=ew siwfar 1 g s & oo Gt fEfRmi,
foera sfiT aaer aenta Ta1e § giaftg Fdr g |

[FT. . ToF-11035/53/201 40|
g AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.863(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Loratadine + Phenylephrine + Dextromethorphan + Caffeine is likely to

involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Paracetamol + Loratadine + Phenylephrine + Dextromethorphan + Caffeine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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BT, 864(H).—FslT TLHI FT Ag I 21 17 2 F e+ da+adim
+AqEfefem it [ gus @3 Siufer F I ¥ 7Wa Siad f GaiT g fi GA7EET 8, Sath 3ad
Srofer 3 G SAqFheT ITAH 2,

Y =9 A & e g g e fers afafa g s e € s e fBows et S
FealT aeRT T A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e e s

SELECH

A IR fareresr wfafa v [Rrerient o Areme 9% ekl IR R T8 THTETE 21 13T g 5 o 7 I
sirorfer % | 37T o foru faerare fafamtor, fasrr sie faawr =i wfafug we At ww awfga &

ATTLTF AT THIAM g,

A, A, Frold TLHIL, IFd (AT AT T RIS o SMITT 97 < Sufe T Tava g’
srferfeaw, 1940 (1940 FT 23) H &1 26%F FRT Y& ARRAT FT TAN Fd gu, fHAeqarss+
RO+ +aaRfeRm i Faa g T2 shafe &1 g swer F fo G Gfawt,
e sfiv Ao e wama & gfafog w i g |

[T, ¥. TFE-11035/53/2014-Frug]
Fae T STHT, HYFT Hf=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.864(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Nimesulide + Phenylephrine + Caffeine + Levocetirizine is likely to involve risk to human

beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Nimesulide + Phenylephrine + Caffeine + Levocetirizine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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1.3, 865(3).—FFral T TLHIT AT AZ AT 21 147 & T wiornameRe + gdistrawafem i Faa
GIOF G AT F TN F TG ST H GALT g1 il SqTEAT g, Sateh 37 SHUTer & qLIerd dAqahed
STAEH &,

4 =8 oy it i e g e s afafy gro s i w2 o) s fes afmfa s
el T 1 7 R f1 8 S siwfar 3 am # =g aran maw g B g e Sfeaf s
T €

A IR farerosr afafa v [Rrerient o Areme 9% ekl TR T T8 THTTE 21 13T 2 5 o 7 3o
sirorfer % | 37T o foru faerare fafamtr, faerr sie faawr =i wfafug we Afatag wwr g &
ATTLTF AT THIAM g,

A, A, FralT TR, I (9= Arata i et F w97 siw siwfer e yora arsh
arferfazrd, 1940 (1940 +T1 23) #it g1 26%F FWT Yacd ARFAT FT TIN F*d gu, whwnwmeRe +

wfisirersfem &t ffea g e siafar 1 gea s & o s et B s G
TR T | T Fdl g |

[T, . ToF-11035/53/2014-r0rE]
g AT eTHT, T qi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.865(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Azithromycin + Acebrophylline is likely to involve risk to human beings whereas safer

alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Azithromycin + Acebrophylline with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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.. 866(37).—F~= 1T TLHT AT Tg THTLTT gl TAT & ToF STAhIGIEgMTET +aUTe" +AHIAaH
FAIRTEE +AIRAT FARIEE +HN T 7T gors G Sfiufer F T30 § 7199 St &7 gaT giq i
TATAAT ¢, STATeh 3 AT F AT TTFeT ITAH 2,

Y 79 A & e g g A fers afafa g s i e g s e fBows et S
FealT aeRT T A e f1 & 5 39 shwfer & 9 § =g A v 2 5 e e e s
T €

A IR farerosr wfafa v [Rrerient o Areme 9% ekl IR T I8 THTETE 21 13T 2 5 o 7 I
sirorfer & | 37T o foru faerare fafatr, fasrr sie faawr =i wfafug we At wwr Jawfea &

ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [Hust qrafa i Frwrfen e 9% e siufdr sie yoras arft
srfert==a, 1940 (1940 FT 23) T g7 26F FIXT Y& ARRAT T TANT FLd g0, SABIGIRGHTST +2TUTSH
+IAFATT FTAIEE +ARIAT FTAEE +HAS 1 77 GEreh G i F7 719 ST & forg faswmared
rfamtor, B it Ao g yare 7 aiftg w2 |

[T, ¥. TF-11035/53/2014-Frug]
Fae ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.866(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Diphenhydramine + Terpine + Ammonium Chloride + Sodium Chloride + Menthol is

likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Diphenhydramine + Terpine + Ammonium Chloride + Sodium Chloride + Menthol with immediate

effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.



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

st
7% feeett, 10 w74, 2016

FLAT. 867(H).—Fald TLAHE & Ig TATIE 2 T g T Ruaegas+iuRema+Rditm +
fhreesae &1 o g S99 SOt & TINT § 99 Siiad dl @il gie El S9TEdT §, Saieh Sad
Srofer 3 AT SAqFheT ITAH 2,

siiv = o i e AR g e s afefy g s & T 2 s o R afafa T
T aeRTe 1 ag et F1 g B S siatyr 3 are # =g € 5 oo w S st
T €

A IR fareresr afafa v [Rrerient o Areme 9% ekl TR R I8 THTETE 21 13T g 5 o 7 I
sroter 3 w1 ST % o s fafRwton, e sie e it siafug wor et e ara &
AT AT THIAM g,

qd:, N, FealT TR, Iaq [Fust qrafa i Frerfen e 9% $w sfiufdr sie yaras arft
srferfeae, 1940 (1940 =T 23) T &7 26 FIXT Yacd ARAT &1 TN Fd gu, Maegass+iafemia+

RARm wefiue+ ferawds £ e g 4w sifer 1 g s F forw e fBfRmt,
foera sfiT aaer aenTa w91 § giaftg Fdr g |

[T, ¥. TFE-11035/53/2014-Frurg]
Fae ST STHT, HYFT Hf=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.867(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Nimesulide + Paracetamol + Cetirizine + Phenylephrine is likely to involve risk to human

beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Nimesulide + Paracetamol + Cetirizine + Phenylephrine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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Fftg=aT
¢ faeett, 10 W, 2016
F.AT.868().—Fr= 1T TLHIT FT I THTLT 21 AT 2 [ AT+ AR+ SFAGHAIIHT +
TRIRAETEA + A AT [T G2 S S F TR § /e S{aw h a2 il AT 8, i
3T STTer F G AT I g,

Y =9 A & e g g A fers afafa g s e g s e fBows et S
Feal a7 A e f1 & 5 39 shwfer & 9 § =g A wan 2 5 e e e st

SELECH

A IR fareresr afafa v [Rrerient o Areme 9% ekl TR R I8 THTETE 21 13T g 5 o 7 I
sirorfer % | 37T o foru faerare fafamtor, faerr sie faawr =i wfafug we At wwr e &
AT AT THIAM g,

qq:, A, Feald THIT, 3Fq [F0T FIATT H RIS F e 9% v iy ofiv Joree arRit
srterteae, 1940 (1940 FT 23) T &7 26%F T Y& ATRAT T TIN Fd gU, FREmia+aRes+
SFCATRETHEETRATST + FhiF & Faq gas §9e sirafe &1 7Wa 3w & form et
rfamtor, B it Ao g vare 7 aftg w2 |

[T, ¥. TFE-11035/53/2014-Frurg]
Fae ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.868(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Paracetamol + Loratadine + Dextromethophan + Pseudoepheridine + Caffeine is likely

to involve risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Paracetamol + Loratadine + Dextromethophan + Pseudoepheridine + Caffeine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
7% feeett, 10 w74, 2016

HT.31.869(3N).— T TLHTT FT T THTATT 21 4T 2 7 FelQhfAaarsT e + TFRginTeT
+ SFACAAICET + [AEPATAT + FHIIT FAAEE + FANA K [{7q gLk FI6 {wd F =000 § 9
ST 0 T g il FATAAT g, STateh Iad el F e AqFheT 3T &,

v =z o i e e g feper fers afaf gy = i g siw e e afafy
T Fear gt i Ag e f1 & B 3 sirafd F g # =g A o € 5 zwer # e st
T %,

A IR farerosr wfafa v Rrerient o Areme 9% ekl IR T I8 THTETE 21 13T g 5 o 7 3
sirorfer % | 37T % foru faerare fafamtor, faerr sie faawr =i wfafug we At wwr g &

ATTLTF AT THIAM g,

qd:, N, FealT TR, Iaq [FOust qrafa i e e 9% e sfiufdr sie yaras arft

Frfert==H, 1940 (1940 T 23) T g7 26F FIT Tacd LhAl HT TANT Fd gU, FARIRATHTST Aidue +

TTASTHAAICET + STASTHAICET + ESHAET + FHIAIT FAIE +AAT 61 [F7d GO G sirafer i
AT ITART % forw st fafRmtor, B siw fawor aore yam= & siafvg F#d 8)

[T, &. TF-11035/53/2014-FT0errt]

Fae ST STHT, HYFT Hi=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.869(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Chlorpheniramine Maleate + Dextromethorphan + Dextromethophan + Guaiphenesin +
Ammonium Chloride + Menthol is likely to involve risk to human beings whereas safer alternatives to the

said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Chlorpheniramine Maleate + Dextromethorphan + Dextromethophan + Guaiphenesin + Ammonium

Chloride + Menthol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
7% feeett, 10 w74, 2016

F1.IM.870(3N). —Fv1T TTHT FT Ig THTAE 21 17 g F FenQwAamgy aftge+ snfRaw
FAEE+ARad e f F9a goes 99 e &iwfd & =99 § 99 Siad fi @aq<r g fif J9ET 6,
STarfeh IFd AT o AT SATFeT ITAH g,

3 =9 oo i e A g g fereras |t g Sti= iy TS 8 S Sea faers |t T
e a7 e 1 & s ofrofer 3 are & 7g amr g TR zaer e e siter
T €

A IR farerosr wfata it [Rrerfvent F Sreme 9% ekl SR T A8 THTTE 21 14T 8 O a0 ¥ 39
sirorfer % | 37T o foru e fafamtor, e sie faawr =i wfafug we At s awfea &
AT 3T THIHI g

qd:, N, FealT TR, IFq [FA0st qrafa i e e 9% e siufdr sie yoras arft
aferfaa|, 1940 (1940 #7 23) & oT 26%F FWRT Tacd ARKAT FT TANT Fd g0, FARIBHATHTET
Afrge+amiRaw FaEe+aiRaw Rge it Mo gos @3S «iwfa # 1 7a 7R & o G
frfamtor, B it Ao g vae 7 alftg w2 |

[T, ¥. TFE-11035/53/2014-Frurge]
Fae ST QTHT, HYFT Hf=a

NOTIFICATION
New Delhi, the 10th March, 2016
S.0.870(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Chlorpheniramine Maleate + Ammonium Chloride + Sodium Citrate is likely to involve

risk to human beings whereas safer alternatives to the said drug are available;

And Whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is

found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition

of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination

of Chlorpheniramine Maleate + Ammonium Chloride + Sodium Citrate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FferEaT
% faeet, 10 97+, 2016

.. 871().— FralT AR HT g G919 of 7 ¢ & Rdfm +femmeasds +iaRemie
+5i Tq@ime FT FET garE 9 St F TART § 719 Siad &l GaT gie il 96T 8, STaish 3Fd
Sirorfer 3 qEfer sTqEeT SUed §;

3 =9 oo i e A g g fereras |t g Sti= iy TS 8 S Sea farers |t T
Fear gERTE A7 a8 i ft 8 5F s siwfer % ane § g amr wan g & swer # el st
T €

A IR farerosr wfata v [Rrerient o e 9% ekl TR AT I8 THTTE 21 13T 2 & o0 7 3o
Aot 3 wra 3TN o forw G e, e siw e 1 wfafig w3 Bfaaia s awra @

ATTLTF AT THIHM g,

A, A, Frald AR, I (AT AT T FRIEI F ST 9T 37T SoTer T Tare arenft
srfert==®, 1940 (1940 FT 23) il 9T 26F FIT Y& ThAT F TANT F:d gu, Rm +fagasis
+HifREmie +&F /qame f [Faa gos g9 sfiufyr #:1 7me IR F oo et Gfawi, G
S faa=or qerrer woTe & gfafig Fedr 2

[T, &, THF-11035/53/201 4-S 0w

Fad AT &THT, TFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 871(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Cetirizine + Phenylephrine + Paracetamol + Zinc Gluconate is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Cetirizine + Phenylephrine + Paracetamol + Zinc Gluconate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FferET
7% feeett, 10 |, 2016

3T, 872(3H).— Frald TLHT T Ag THTITT &7 747 g T Cwilaaie + [Enghafa gy
FEe HRETRRAT +FnehRTETE Affrue +de f [ g S sirafer 3 e & /e Sae
T GALT g1 ol HTAAT &, STTeh SFd AT % AT SATheT ITAH 2,

3 =9 o i e a3 A s ||t g Sti= it TS 8 ST e fadros | T o
Fear T R & g AR £ & 3 S sirofar 3 e § =g qmn w8 5 gaer e HiEahy st
T &,

A IR fareroer At v Rrerient o e 9% ekl G T T8 THTTE 21 13T 2 5 o0 7 I
Aot 3 wra 3TN o forw G fEfawto, e siw e i1 wfaftg w3 [faaia s awea 5
ATFLTF AT GHIAM ¢,

qd:, N, FealT TR, Iaq [FA0st qrafa i Ferfen e 9% e sfiufdr sie yoras arft
srterfead, 1940 (1940 T 23) T &MY 26%F FT Tacd ATHAT HT TART Fd gU, THIFEIA + TR A
+FHIAEAN TS HHATEAwa +FMChRTTST Aferge +81ae it [aa g Sae it w1 9H=a
ST o for e frfamtor, R siv e g yama & sfeftg w2

[T, ¥. TFE-11035/53/2014-Frurg]
Fad AT &THT, TFT qi=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 872(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Ambroxol + Guaiphenesin + Ammonium Chloride + Phenylephrine + Chlorpheniramine
Maleate + Menthol is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination of Ambroxol
+ Guaiphenesin + Ammonium Chloride + Phenylephrine + Chlorpheniramine Maleate + Menthol with
immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% faeet, 10 97+, 2016

FLA. 873(A).—FvalT TLEHEI FT Tg WL T AT 2 fF TREINThT  +: s
BT TS S+ AT ATHTET ATTUEHIRBIE®HA (A 6l [Had G §ATS Sufe % TART F AT S{ad &l
FALT g T HATAAT 8, Tafeh 3T Sfufer o geierd sqaed 3uasy &,

3 =9 oo i e A g g fereras |t g Sti= iy TS 8 S Sea faers |t T
Fear T R &1 78 A £ & 3 S sirofar 3 ame § =g amn w8 5 gaer e HiEay st
GES

S 3 aQras afHfa 7 fArRTiert o Ses 9T Feaid 93T o7 Ig q9TeT ol 73T g o 291 § 3
sirufer 3 /e ST & o s fAfaeton, G s fawor #1 wfafug wo ffRatag s awra #
AT 3T THIAI g;

qd:, A, FealT TCRIY, I (FATHT FIATT FT AR F ST 9T fT iufdr v qoree arRft
arfarfe=re, 1940 (1940 T 23) FT 4TT 26% FTT Y& AThAT FT TART T gV, THEEHAAITHT +3THgaarsT
R I IS+ I AT AU+ R i Foa gars daee sirafer 1 7ma 37 & fog
e fafamton, ferr siv Ao aerme yame & shafig w2 |

[T, &, T-11035/53/2014-STurgeh]
& AT STHT, HYFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 873(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Dextromethorphen + Bromhexine + Chlorpheniramine Maleate + Guaiphenesin is likely
to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Dextromethorphen + Bromhexine + Chlorpheniramine Maleate + Guaiphenesin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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FferET
7% feeett, 10 |, 2016

AT, 874(37).— Fe=iIT TLHTL T T THTLTT 21 47 ¢ [ AR + g + resdd
+ [EAEHATA 61 T GO JA Suter & AN & Jd S(Taq Hl @il gl 6l G97adT g, JTaih 3FdT
Srofer 3 AT SAqFheT ITAH 2,

S =9 o i v a3 R ferdrosr ||t g Sti= it 915 8 307 e fadros | T o
Fear T geRe & g AR £ & 3 S sirofar 3 e § =g qmn wan 8 5 gaer e HiEahy st
T €

A IR fareresr wfata v [Rrerfent o e 9% ekl TR R I8 THTTE 21 73T 2 5 o7 ° 3o
Aot o wra 3TN o forw G fEfawto, e siw e i1 wfafrg w3 B s asRa 5

AFLTF AT qHIHM ¢,

A, A, Feald R, IFq Fws afwfa it MewrRert % sweme o7 &7 sty =i sEa qret
a4, 1940 (1940 T 23) #T &TIT 26 FILT T ATHAT HT TAN FId gU, AATASHAT + T +

s i + EISHARE FT Faa g S90S SiuTe A7 919a STAN & forw fEward i, G
ST AT qohTe T | I g Fdl g |

[T, &, T-11035/53/2014-STurgeh]
Fad AT STHT, HYFT qoa

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 874(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Levocetirizine + Ambroxol + Phenylephrine + Guaiphenesin is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Levocetirizine + Ambroxol + Phenylephrine + Guaiphenesin with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
7% feeett, 10 |, 2016

A 875(37).—Frald LR F Tg THIEM gl TAT § [ STEHAIRET + FAICHATHTE
+FNChAHATE Aferge it o geos S shufar % s & 9r9a sftad i @aqer g #i F9799T €,
ST I AT o AT ATHeT ITASH g
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Y 79 A & e g g A fers afafe g s i g g s e fBows 3t S
Fear a7 e 1 & FF 5o ofvofer 3 9 & 7g amr € TR zaer e e siter

T %,

S 3 faQras afafa T fRTert o Ses U Feaid 93T A1 Ig qaTeT ol T37 g o 291 § 3Fq
sirufer 3 /e ST & o s et e sie g #1 wfafug wo ffataa s awRa #
ATTLTF AT THIAM g,

qAq:, A, Fea T GLHTY, IFa (A9wsr afufa £ Rrerieern F swame uv &7 siufer sfiw ywmrae arft
arferfa, 1940 (1940 &1 23) Fir aT 26F FRT Y@ ARRAT FT TAN Fd gU, STASHATIGT +
FATCHHTHTET +FATCHHHTET Aferge T [ g G wfer &7 a9a 37anr & forg e
frfamtor, B siv Ao g vama 7 gefg v 8

[T, &, T-11035/53/2014-STurgeh]
& AT STHT, HYFT T

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 875(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Dextromethorphan + Chlorpheniramine + Chlorpheniramine Maleate is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Dextromethorphan + Chlorpheniramine + Chlorpheniramine Maleate with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

st
% fewett, 10 |TH, 2016

A, 876(H).—Fa1T TLHIT FT g THTTT g 747 g o R + e + prewafae +
I FAEe + sl + J9ie it Faa g S99 SiuTe & IR § 7 S(aq &l @air g
T HATAAT &, STATeh IFT SHUTE F FLIeTd ATFhed 3T &,

siie =z foror it Shestir weae g TR frdrosr |rfafe g o= o 12 sl gea oo wfafa a
Fe 1 g A A e v g B e ety F am § 7 amay w2 O geer i AT st
GRS

Sl 3 fererosr afafa o FRTeert & STee 9% sl IR &1 Ig THTE gf 147 § o6 397 § 3q
Srafer % ATE 3TN & forw et fAfawton, G i A @it yftg w GfRat w@r awRa &

ATFLTF AT GHIAM ¢,
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qq:, T, Frald TR, I Terast qiufa it Rrerfer F sweme v siw siufer sfiv yomae arft
srfarfa=rg, 1940 (1940 FT 23) F¥ T 26 T Yacd Tfral F1 AN Fd gr, RO + wwirn +
TAEHAR + AT FARIEe + fhrgasds + e ft g gos g9 shufar w1 99a 3T &
foru st fafamtor, e siie e aerme yame & sfafog < g |

[T, &. TF-11035/53/201 4]
Fae AT AT, HYF H=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 876(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Cetirizine + Ambroxol + Guaiphenesin + Ammonium Chloride + Phenylephrine +
Menthol is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Cetirizine + Ambroxol + Guaiphenesin + Ammonium Chloride + Phenylephrine + Menthol with
immediate effect.

[F. No. X-11035/53/2014-DFQC]

K. L. SHARMA, Jt. Secy.

st
% fewett, 10 |7, 2016

FTT. 877(31).—F2 1T TTHTT FT T THTTH 21 74T 2 FF FnChfAaHTes +Rgerwd +vh= i
AT g T i F N ¥ AT AT T ga g i  9EET 8, STt 39 sy F aetee
AT 3T ¢,

7 za foro Y e e g fper faverosy afafa gy sti= i 7 2 o s Rdos afafa w
el AT 7 A e v g B g oty F av & 7 amay w8 goer w1 AT st
T €

A 3o fareresr affta it FRwTieert & e 9% Fea @ TChTT T Tg THET 27 747 8 F <0 ° 3o
sirfer % AT 39T & forw fasared fAfawtor, e i fAaer i afafrg w0 ffRatma @ R &

AT AT THIAM g,

qAq:, A, FealT AR, Iaq Ao qiafa & Frerfent F sweme a7 e siwfdr siw yoras areft
afert==®, 1940 (1940 T 23) H gT 26%F FWT Vacd ARKAT F FTIAN FXd gU, FACHAHATST
+FrR A +&he f Faa go G sty w1 awe ST F oo Bt fRatrn G s
foraqvor aerter gama & wfafvg it 8

[FT. . T-11035/53/2014-Frmhergef]
Fa AT oTHT, TIFT A=
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NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 877(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Chlorpheniramine + Phenylephrine + Caffeine is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Chlorpheniramine + Phenylephrine + Caffeine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

wfagE
¢ faeett, 10 9T+, 2016
FLAT. 878(A).—F=1T ALK F Tg THTEE g AT & T SHOEAAITHT + SRR +
frreesae &t Foa gae S3e SioTd F TR F A Siad & Gdi gid hl ST §, STaih 39
Sirorfer 3 qEfer sTqeT SUed §;

3 =o fam it e g g g s afata g o= & 72 2 i 39 s afafa q
Fear gehe 1 g et 1 g 6 S shwfer & ane ¥ =gy o 8 & gaewr e HiEFEahy sttt

RES

Sl 3 fererosr |t o FARTeert & STe 9% sl IR &1 Ig THTE af 947 § o6 397 § 3Fq
st 3 gra 3Tt % forg ke fafRmton, feer sie g i afafug o R s g §
ATFLTF AT qHIHM ¢,

qd:, A, Feald TLHRL, Iq (AT GiATT it AR F AL 9L {7 ot i yaqra= qarafy
arferfaa, 1940 (1940 #FT 23) H &TT 26%F FRT Tacd Rl & TAN Fd gU, STASHATIGT +

TN + TR eas it e g w3 sirafer 1 /e 3Tt & forw e fAfawto, G s
¥ TRt TATE & Tiatvg Fdl g |

[T, &. TF-11035/53/2014-rueerge]
Fae AT AT, HYF H=a

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 878(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Dextromethorphan + Triprolidine + Phenylephrine is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
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hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Dextromethorphan + Triprolidine + Phenylephrine with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FferET
% faodt, 10 W, 2016
1.3, 879(3T).—Fva T TLHTL FT Tg THTATT 2l TAT g o WIU-TgTase+ STASTHAITHT + AT il
R g S Sioter 3 TN | HHE St T wawT g hl S9TEET g, Sath 3ad siufy % e
AT 3T &,
T = A it Fea av g e Ao afffa g = i 7§ o) s Ao afafa
FealT g 7 g i 1 g 5 3o siwtey F aw § =g gy = g O geewr wr Fheeh st

SELECH

A 3 fareresr afata it FrwTieert & e 9% Fea @ TChRTT T Tg THTET 27 747 8 F <0 ° 3o
Aot o 9 3TN  forg faskame fafamtor, fe s feawor & afafug ok BfRaa s asRa 5

ATFLTF AT GHIAM ¢,
qdq:, A, FealT TLHL, I (A9 afafa i Rwrfiert F mem u¥ &7 wted i s\ e arafy
arferfae, 1940 (1940 =T 23) T T 26F FWT ad ATRAT FT FART Fd gU, R(U-grase +

SFAEANTHT +A F o g 9o ffar 7 /e 3w & oo Gt ARt B s
v aehter g9 T wiafg w8

[FT. . T-11035/53/2014-Fr0herreft]
F& AT oTHT, TIFT F=d

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 879(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Terpinhydrate + Dextromethorphan + Menthol is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Terpinhydrate + Dextromethorphan + Menthol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.
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st
% fewett, 10 |7, 2016

HT.AT. 880(A).—Fal T TTHIT T AZ L 2T 7 2 fF S +Hiargawds +Ris
TR T R g SAree siufd % JART § /e shad i T g f S9EET 8, Sath 39
Srofer 3 AT SAqHeT ITAH 2,

3ie =o fam it e g g g s afata g stt= & 72 8 i 39 faews afafa q
FealT gL 7 g i 1 g 5 3o sty F aw § =g gy = g G geewr wr S siter

SELECH

A 3 fareresr affta it FRwTeert & e 9% Fea @ Tt T Tg THET a7 147 8 F <0 ° 3o
sirfer % ATe 3T & forw fasraret fAfawtor, B siv fAaer i yfafrg w0 ffRatma s g &

ATTLTF AT THIAM g,

qq:, 9, Fra T TR, I Terast qfufa fr Rrerfer F sweme v siw siwfer sfiv goma« arft
Ffafaaw, 1940 (1940 1 23) HT 9T 26%F FRT Tacd AKAT FT TAM FId U, SHFASAAITHT
+frTRrwae +i sEme+ e £t e g T3 e # g s F o st Bt
e sfiv Ao e wame & gfafog w2 |

[T, &. TF-11035/53/2014-F 0]
e AT 9THT, §IFT qioa

NOTIFICATION
New Delhi, the 10th March, 2016

S.0. 880(E).—Whereas, the Central Government is satisfied that the use of the drug fixed dose
combination of Dextromethorphan + Phenylephrine + Zinc Gluconate + Menthol is likely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said drug is
found to have no therapeutic justification;

And Whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition
of manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, on the basis of the recommendations of the said Expert Committee and in exercise of
powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits the manufacture for sale, sale and distribution for human use of drug fixed dose combination
of Dextromethorphan + Phenylephrine + Zinc Gluconate + Menthol with immediate effect.

[F. No. X-11035/53/2014-DFQC]
K. L. SHARMA, Jt. Secy.

FrfergET
s fawett, 10 9T, 2016
FLAT. 881(A)—F =T ALK & Ig I B AT ¢ o FAIHEATATEA +HIeF +AIaw
Ree+ie R it Faa gus G3e siufer % 39 & 7199 Sfad & @aT g 6 G97a97 5, Sarh 3o
ey 3 qferT e SuTed ¢
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SiY zw fam it e aeh g g s afata g o= & 72 2 o7 39a faows afafa q
Fear geRe 7 g et 1 g 6 S shwfer % ane § g5 arar o 8 5 gaewr e HiEahy st

el

A 3o fareresr afata it RrwTieert & e 9% Fea@ TChRTT T Tg THET a7 747 8 F <0 ° 3o
Aot o J9a 3TN forg faskame fafamtor, fe s feawor = afafug ok [fRaa s asRa 5

ATFLTF AT qHIHM ¢,

qA:, A, FealT AT, Iaq fAows qfafa i Frerfent  swene a7 e siwfdr siw yorae areft
srfert==®, 1940 (1940 T 23) il &RT 26% F