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st
T2 faeett, 11 SaT, 2019

FTAT. 180 (37).—sof ST yoTa arRi F=w, 1945 & M99 1223 & 919 q4fsq, swiey &7
TETe AT oTfafaem, 1940 (1940 =1 23) it &y 337 F Fefie, HT. H. 4 -146 /2007 - =¥ #, T 28
qaFaT 2007 FET THET TSAT 3T TT ST F ATy [t ger 294 Faa gow atresor (R =9
THE TATA TF SF I gl TAT &) & HAload A1, [Sreg e Fgriag=ah (W) & AqHIGT & o7 St
TR T AT, 7 TE A o e ST R T o) 36 eer i 3y e § e anfeeT o wrenw ' e
2 TS off TAT I Ig AT o I Q90 | Gafeeara Tl FrAaTed| 9¢ Teh o & of;

3T IFT e, T AT Tt dergaht are (S 208 386 T2 a1 Fal T97 8) FRT A=
AT 9T 3T AT 2 =1 FT o TATG A1 7 37 TRSTHT 20l TeheTaar i gLeAT Thi TEeAr FLd & (o0 THh
IT-FIHTT 7 T R 4,

e, IT-Afa 7 EAfFwTar S 97 TuremRt F 9 9wl FF aHI-gHT 9T AT i TS
f= St § 2 uwRSET it 90T it off a7 5 - RiRe - 4 - Faaee + dfafRes cRe F
THRSTHT I FHTA Fe o [0 ERTier i o) a8 a1 7 16 Ba<d, 2015 T A& T 6847 S5
H 5 s e - 4 - FHeTee + s ge 7 ows ST 294 TR i g= 1 H F9077 U g wi
AAHENT AT U 39 IT TTATUG FleA il [RIRIIer & of;

AT, IFT TS T F Haferd e arf=err SHT g2 9% =7 X FT=ewreli & 97 &7 9 & diaen &
AToR 139 F AT A & HAHA T I=aqH AT Fl A af s oA 3T AT I=aaqq AT
2017 Y THUACT(HT) &. 7061 [AT §9 FTH FEeT ((Hce Ua o] | 3g9a 2017 & F&fae srfier 4.
22972 % AT 15 fawwaw, 2017 1 f&U srow fAvi § 7g 9q =< 7ar g & 204 twsei & 5 g uwe et
THET Ael & TAT 39 T (TG FHLA JT ATTH AT UTerd &

244 GI/2019 (1)



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

3T, A1 RIS % oMeY 9% Frald 83 9q¢ ¢ [ =0 TRl § eqiae saddi & fils
e sifere 721 8 3 5 - - 4 - FaHaRe + difRfes oie 5 owSsT &1 s
AT % oI e qof T J9r=T ¢

I A, FealT TR, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT
TEcd ARRAT T TART FXd g0 T dTe Al [ARIer & AhN 9¥ Taggl Mefarad snuter &1 Ewary
fafawtor, fasrar s faawor &t safea # ok yaE & gfafug T 8-

"HTHE ITAN & o0 5 -FaET - 4 - /iaHags + Rt ofe F afvasor & faa

G

[T, &, T 11035/53/2014-STTHaFTHT (FTT-111)]

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 11" January, 2019

S.0. 180(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
5-bromosalicyl-4-chloranilide + Salicylic acid and accordingly, the Board at its 68" meeting held on 16™ February,
2015 recommended prohibition of FDC of 5-bromosalicyl-4-chloranilide + Salicylic acid considered as irrational,
which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs. Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of 5-bromeosalicyl-
4-chloranilide + Salicylic acid is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of 5-bromosalicyl-4-chloranilide + Salicylic acid for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

FferET
7% faeett, 11 ST, 2019
FT.A. 181(3).—wfd T yore At F=w, 1945 & =\ 1223 F A1a ufsd, swiey 6w

STETE "TRAT sterfeEE, 1940 (1940 =1 23) @t &=y 337 & o7efid, w1, /. 4 -146 /2007-3% &, ag
28 7Y, 2007 gwT a«dt At $fiv T weeE F Aty Aot ger 294 g g aftwr (G
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THH THE THTG U S HI Fgl TAT §) F Gateard TAAHAT, Nieg, ATTTe AgI== (Wd) & SAHIET & oA T
ST TR ST o1, 7 T8 & & fAeer ST foRu I o) 36 et &t 3g =amamera | e arf=eer & |areaw |
FATAT & T2 AT TAT I Ig ATATAT o I (Ml § FAreerd 97 FEAaTga1 T¢ T 97 &t off;

3IY 37T T2 T AT T el FATghe are (B THH T8 THTq a1 &gl AT 8) T fa=r
AT 9T 3T AT T2 =TT T o TATG A€ F 37 TRSTHT 20l TeheTaar i LT i TeAr FLd & (o0 THh
IT-FHHT F71 W7 T o,

97, Su-gHfa F FfFEET 99T a9 qoremRt F /e 90w # GHT-A9T 9¥ A TS
oo Szt & =7 uwSET i ahar f off qur 7g FeEiver £ of & WPt aEe + Wi eERy +
Afdes Tffie F1 TESRET STHETT & TAT IH AT FIA & (0 dgHq | TEIER e F 16 weasd, 2015
T ATATHOIG STIAT 681 92 § Ufdeaee AP + W STHARY + afdes ufhe F UwSHT 1 294 UHSHt
T AT | FTATT T & T ST AT g0 I T T 05 Fee a0l faeprieer & of;

3T, IFT TS T § Hafera e Arf=err SHT g2 9% =7 X FT=wreli & 97 &7 9 & e &
aT=E 139%  STefid AT o HIHA A IoaqH ATATAT I AT il T AT S AT I=add AT o
2017 #FT THUATI(ET) &. 7061 [9RT & I9H Few< WHee TF o7+F] & 3Igqq 2017 #i @ srfie
T, 22972 ¥ At 15 fewwaw, 2017 &7 Ru srqw fviwr & 95 #q =5 Far g & 294 vwdiet 5 7 725
THRSTHT THERTT Agl g AT 39 T TG e T ATTH AT U &

ST, aTE it RIS & Mg T Frald aea 9q¢ § 6 39 TRl § waide sEagal &1 s
et siferer A2l 2 &Y Ufdedde Ihe + W S + dAfdes ThE F TS 7 ITINT 74 %
oo Sifem ot AT 59rey 2;

A A, Frald TCHRTY, AU T yaree arft stferfa=w, 1940 (1940 71 23), FT & 26%F FIT
TEcd ARRAT FT TINT FId U ST dTe il [HRIen & ey 9 UaggnT Hetaigd srater &1 fowary
farfawtor, R siv fAawor v s § aoke yama & yiafvg w3t 8-

“HTE ITAN & o0 Ufedds IR + Wi ST + dfdes TRe & a0 & Faq gaes”
[®1.5. T 11035/53/2014-STUHRFIHT (HHT- 111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 181(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Activated
charcoal + Fungal diastase + Lactic acid is absurd and agreed to discontinue and accordingly, the Board at its
68™ meeting held on 16" February, 2015 recommended prohibition of FDC of Activated charcoal + Fungal diastase +
Lactic acid considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs. Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;
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And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Activated
charcoal + Fungal diastase + Lactic acid is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Activated charcoal + Fungal diastase + Lactic acid for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

FferET
7% feeett, 11 STwast, 2019

1.3, 182(3).—ATTfer S ToTe Arft 99w, 1945 F Aaw 1228 % a7 afsq, Arafer siv go e
aradT sfafaaE, 1940 (1940 1 23) ¥ 1T 33T & JfiH, ®.H. 4 -146 /2007 - = /T, qRI 28 qFaHT
2007 FTeT qft TToat 3f7 w9 T &t F Aty FeEwt gy 294 e g attaer (R swd mw
TETY UF SF HT FHal 97 ) | Haivad sqaAradi, g Araidr Agri=a=e (V) & STTHIET 6 f&ar1 ST o
TAT AT, T T A 6 (9T AT T 70 o) 36 et &1 37 =g § R Jri=r & qreaw & A’ af
T2 ofT 7T I<F Ig ~ATATAT 7 I<h (el F Gafeera Tt FMEATRZAT 9¢ T 9T &F off;

3IY 37T T2 T AT Tt aArghe are (e THH T8 THTq a1 &gl AT 8) g7 fa= &
AT 9T 3T AT 2 TS FT o TATG A1 7 37 TRSTHT 20l TeheTaar i AT Thi TEeT FLd & (o0 THh
IT-FHT F71 w7 T o,

I, su-aEfa 7 AfFaEr St qur quemeRt ® Jrg oyt # guT-a9T 9% g hir TS
fafee Szt § =9 RSN & adver f oft aur 78 e i off B uearteae + wien - st -
ATSATINITSA — YTEISIA T THRSTET AHENT & TAT IH THT Fied & (o7 dgaq | JELae are o
16 ®¥adl, 2015 & AT TIAT 68AT JoF H TSI + BICH - STEAATSH - ATFATINITET —
TESITEN & THESTET ST 294 TR T g1 § F9TU T g AT ATHETT JIAT g0 3T I T 0g F il
forerier & o

3T, 3% URS T & "afea Re ari=rer I g2 9¥ w7 [ Arf=ewrel & |79 &0 9%d & S6gr &
AT=eE 139F  Tefid AT o HHA T SoaaqH ATATAT I AT il T8 Y ¥ AT I=add AT
2017 T THUATI(ET) &. 7061 [FRd 9 I9H Few< WHee TF o] & 3Igqq 2017 #i M@ srfie
T. 22972 ¥ qE 15 femwaw, 2017 #r Ry sraw Aol & a8 ga=a<s O & % 204 vwdieht § 7 3
TFRSTHT THERTT A1 g TAT 39 T TATUG el T ATTH AT STITeMT g

AT, aE A RIS & Mg I FaT aeEr 9q¢ ¢ 6 39 URSHT § aedias sEaaal #17 wle
et sifereg 721 2 =T qeiaTiaeiT + HIeht - STEAATS - AEATNATST — GTESITA N 6 UHS [E1 T
STANT HT9F (70 STITEH g7 g1 ST g

Jd: A, FealT GLRE, AW T FaTe ared’ orferfaaw, 1940 (1940 =1 23), Ft &7 26%F FIT
Tacd QTThAl T TART F3d gU SiX 1S i fARIen & e 9% Uaegl Mefaiaa srafer w1 Fward
farfawmtor, feer siv e v s § acke yama & wiafvg #dt 8-

T ITANRT % forT ueenaTfdaie + BT - ST - STEATIITS — YIS & aieqsor £t
IERERCREN

[T, &, T 11035/53/2014-ST0HaFTHT (FIT-111)]
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NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 182 (E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Allobarbitone +
Phospho-dimethyl-isopropyl-pyrazolone is absurd and agreed to discontinue and accordingly, the Board at its
68™ meeting held on 16" February, 2015 recommended prohibition of FDC of Allobarbitone + Phospho-dimethyl-
isopropyl-pyrazolone considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Allobarbitone
+ Phospho-dimethyl-isopropyl-pyrazolone is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Allobarbitone + Phospho-dimethyl-isopropyl-pyrazolone for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
T2 faeett, 11 S9aeT, 2019

FTAT. 183 (3).—ATTTY ;T ToTa redT Faw, 1945 & =w 1228 & @19 ufesq , Awid i<
aTeE Tl Tferfeaw, 1940 (1940 1 23) #FY gmar 337 & Fefiw, w1, H. 4 -146 /2007 - =¥ 1, a9
28 TAEaY 2007 g7 AT TISAT ¥ T TSASHAT F Avtey T g 294 Faa g aftaar (G e
THH THTA U SF AT Fgl AT &) ¥ FAr-ed A1, Sve, AT AFTAA=F (FTT) F ATHIGT o To=T SIS
ToRaT T T, T TE A o Heer ST R0 T o 36 TSRSl T Sy AArATad § e AT o 9reds F qArar
2 L off TAT I IF SATATAT o I (Aeen T gafeera gt FwrAareat a¢ T v o of;

3IY 39T qe T AT Tl AT are (S THH 8 THT d1 Fal AT 8) g7 A= fhar
AT 9T 3T AT 92 =1 T o TATG A1 7 37 TRSTHT %0l TeheTaar i gLeAT Thr TeT FiLd & (o0 THh
IT-afafa #71 w5 fFar o

s, su-afafa & BfRmtar ¥t Tom ot % arr qomet #9F qET-a9g 97 St it T
fafee St & =7 RS i aftear 7 off qur 7 freEie £ off & snfégRe + sdier + iR =
TS T ATHENT & TAT IH THT FA 6 [0 Ggqq 7| TR A1 7 16 FLady, 2015 AT AFrq Ao
6841 doF § anfégne + R + AETRAX F UHSHT ST 294 THSHT T A H FATT TU & FT STqhenTa
AT g0 39 a¥ gfafug e it frprfeer i of;
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AT, IFT THRS T F Hafed e Ari=rerr SHT g2 9% =7 ¥ FT=ewreli & 97 &7 9 & diaen &
AR 139F & T AT & HAA I SoaqH ATATAT &l AN il T ATAT AT I=aqH A1
2017 &t THUAT(HT) . 7061 [T §9 T4 Few [M¥de Ud 7+9] ¥ 3Igqq 2017 & e s
T, 22972 # qir@ 15 fewwaw, 2017 &1 RU s+ fviw # 72 Aa=aw o g & 204 vl & & 52
THRSTHT THERTT A5l g TAT 39 U TG e T ATTH AT U &

AT, aTE AT RIS & Mg 9 Feald aeEe 9q¢ ¢ 6 39 RSl § Jwdiag s&agal #7 &l
e sifercey ag1 § i anfégAe + AT + AN F TRSHT & ITART 7\ & {0 Siies o
ST 9T &

d: A, Feald LR T JaTee oy rferf=aw,1940 (1940 &1 23), F¥ 4T 26%F FTT
TEed ARRAT FT TINT FId gU AT dTe il [HRIen & ey 9 UaggnT Hetaigd srater &1 fEwary
farfawmtor, feer siv fAawor it s § aore yama & giafvg F#dt 8-

AT 3TN & o0 arfégAe + AR + s F g 6 F9q g

[T, &. T 1 1035/53/2014-@'@?{(@ (WTT-IID)]
=t 4T 3, steTHy, T AR

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 183 (E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Artesunate +
Arteether + Artemether is absurd and agreed to discontinue and accordingly, the Board at its 68" meeting held on 16"
February, 2015 recommended prohibition of FDC of Artesunate + Arteether + Artemether considered as irrational,
which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15th December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Artesunate +
Arteether + Artemether is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Artesunate + Arteether + Artemether for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-1II)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.



[9FT I-@0€ 3(ii) ] YR =R TSI ¢ STHIRRTT 7

FferEaT
T2 faeett, 11 SaT, 2019

FLAT. 184 (3).—ATTT ;T ToTa redT Faw, 1945 & F=® 1228 & @19 ufeq , Awid 7
et AR sTfAfAEE, 1940 (1940 T 23) #¥ &7 33T F e, W €. 4 -146 /2007 - =¥ A, aE
28 TaFa¥ 2007 FIRT AT TToAT ¥ T TrsASAT ok Arter feEeht g 294 Faa g attaer (G zad
THd THTA UF SF H1 FgT AT §) & FAfearq Sqatadi, g siuter agrag=eh (9d) & AqHIGHT & o7 St
TR T AT, T TE A o Heer ST R0 T o 36 SRS T 3y AArTad § e AT o 9reds F gArar
2 TS off TAT I IF SATATAT o I (Aeen T gafeera gl FwrAareat a8 T v o of;

SIY 39T q T AT el AT are (SE THH 8 THTq a1 Fal AT &) G A= fhar
AT AT 37 AT T2 3= F7d o TATG a7 o T TRSHT il TehenTaar s LT i TLrem Fii & (e uF
IT-FHTS F71 w7 T o,

I, su-afEfa 7 AfFatar St qaur quremeRt ® Jrg oyt # guT-a9T 9T A hir TS
fre Joat & =9 RSl AT 90T fF off Ju7 AeRaeRe + uene dfRfes e + &fiw *
TS T T FHTT A o (o7 RpTieer it off| A a1 7 16 wadt, 2015 &l AT a1 6841 doF
H FaEreq + tRere dfafafes o + 09 F uwdie s 294 vwSER i = § goiu U E #r
AR I 0 3T T Tiaftg e =t Freprier #i of;

3T, 3% URS T & "afea Re At I g2 97 o+F R Arf=rei & |79 &0 9%a & S6g &
A= 139F  Tefid AT o HAAT SoaaH ATATAT I AT il T8 fF T AWAT I=add AT o
2017 #FT THUATI(ET) &. 7061 [FRT T I8 Few< WHee TF o+F] ¥ Igqq 2017 #i @ srfie
T, 22972 ¥ qE 15 femwaw, 2017 #r fRu sraw Aol & a8 ga=a<s O & % 294 vrdeh § 7 3
THRSTHT THERTT qgl g TAT 39 T TG e T ATTH AT U &

3T, 91 T RIS % SMe I Frxld 93 9q¢ ¢ [ =0 TRl § eqiae s@aadi &l s
Rt siiferea 72! § it FERamefen + e afofafsw offe + Ffia & owd 1 3o ama *
fore Strfes qof g F9rex 2;

A NS, FealT TLHTL, OIS AT THTe Ardt fafa=wm,1940 (1940 7 23), FT 4=T 26F gTT
TEed ARRAT FT TINT FId gU AT dTe il [HRIen & ey 9 UaggnT Hetaigd sroter &1 Ewary
farfawmtor, R siw fAawor v s § aore yama & giafvg #dt 8-

“HTE ITANT & 0 seiareefe + uftere &Rl e + wfim & afrwsor 6 Fea gas
[T, &, T 11035/53/2014-STTHaFTHT (FTT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 184 (E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28™ November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
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Atorvastatin + Acetyl Salicylic acid + Caffeine and accordingly, the Board at its 68" meeting held on
16" February, 2015 recommended prohibition of FDC of Atorvastatin + Acetyl Salicylic acid + Caffeine considered as
irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Atorvastatin +
Acetyl Salicylic acid + Caffeine is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Atorvastatin + Acetyl Salicylic acid + Caffeine for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-I1I)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

St
7% feeett, 11 STy, 2019

1. 3. 185 (3).—T(er 3T ToTe ArRft 7=, 1945 % 79 122 2 & A1 ufeq |, siufd ¥
T AR AfAHAE, 1940 (1940 F1 23) F &7 33 T % qefie, ®.H. 4 -146 /2007 - =T Y, a8 28
qaFaY 2007 T G TSAT ST g9 wsAeEt & Araty st grr 294 fFua grw ateego (e zed
THd THTA UF 1 H1 FgT AT 5) & Hafeerq SqAtadi, g siuter agrag=h (9ed) & AqHIGH & o7 St
ToRaT ITIT T, T TE A o Heer ST R0 T o 36 HEel T 3y AT § e ATy & 9reds F qArar
2 L off TAT I IF ATATAT o I (Aeen T gafeera gl FwrAareat 9% T v o of;

ST IFT Hz, T AT Toherenr g ars (S 28H 38 T2 a1 gl T47 ) G &A= Har
AT AT 37 AT T2 3= F7d F TATG a7 7 T URSHT il TohenTaar o LT i TLar Fii & (e uF
IT-Tfuf &1 o R o,

s, su-afafa 7 BfREtar ¥t Tom quramrent % arr qome #9F qET-a8g 97 qrEta it T
At ot O = TRSTHT Fr ader 7 oft gUr TN + IREre + STsathas Qiftaw F uRSEh
T AT Fe & forg Frprfeer A7 off) qgqa a1 T 16 wEa<d, 2015 &7 AT AT 6841 a5k H
FAANN + REre + sTeFthas @iftaw F UESHET St 294 UHRSRER it g=T § q9TU T § A
ATHET AT T T T U165 Feed f Henrieer v off;

ST, IFT THS T F HATed e AT=eRT SHT g2 9¥ 31+ X ATToR1el 6 97 1 AT 6 S1aem 6
A= 139 F o el AT o AT I=adH ~ATATAT I AT il s oA 3T AT I=aq¥ FTATAT
2017 it THUAT(HT) 7. 7061 [AT &9 I Fee? HHee Ua o] ¥ 3g9a 2017 it = srdier =.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U sro+ i & a7 Aaea 6o § 1 294 TREET & § Fg The el
THET qol § TAT 39 T (TG HA AT ATTH AT STUTerd &

AT, dTE A RIS & Mg I FwaT aeEr 9q¢ ¢ 6 39 URSHT § aeqfas sEaadl #i7 we
et sfifere 921 € ST FAASE + FORE™Ie + STEaFThd® QISIH & THSET H1 START 7194 &
fer St qof g arer 2,

A A, FealT GLRIE, AU T TEqTe+= T Aif=aw,1940 (1940 F1 23), Ft &=T 26%F FIT
Tacd ARRAT FT TINT FId gU ST dTe il [HRIen & ey 9 UaggnT Hetoigd srater &1 fEwary
frfamtor, R siv e #ir SR § aore g9 & wiafvg w7t 8-

HTAE ST & 70 TSI + SRerie + STEacithd® Qieas & G i =aq gas”
[T, &, T 11035/53/2014-STTHaFTHT (FIT-111)]
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NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 185 (E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Chlormezanone + Paracetamol + Diclofenac sodium and accordingly, the Board at its 68" meeting held on
16™ February, 2015 recommended prohibition of FDC of Chlormezanone + Paracetamol + Diclofenac sodium
considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of
Chlormezanone + Paracetamol + Diclofenac sodium is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Chlormezanone + Paracetamol + Diclofenac sodium for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
T2 faeett, 11 S9aT, 2019

HT.AT. 186 (3).—3Nufer T yoTes ot 7=, 1945 & R 122 ¢ % 419 ufsq , wfd &7
TET TR e, 1940 (1940 1 23) Ft &1 33 T & o1efiH, ®T. 7. 4 -146 /2007 - =¥ =7, a9 28
qaFaT 2007 FET THET TSAT 3T TT AT o ATy FEmeht ger 294 Faa gow atresor (R =9
THH TATA UF SF HT Fgl AT &) ¥ FAt-ed SAqAT0 A1, Svg, AT TTAEASF (FTXT) F ATHIGT o To=T SIS
TR 1T o, 7 TE A o e S R T o SE eer i 3y e § e anfeeT o 9renw ' e
2 L off TAT I IF ATATAT o I (Aeen T gafeera gt FwrAaTeat a¢ T v o of;

SIY 39T qe T AT el AT are (S THH 8 THTq a1 Fal AT &) G A= fhar
AT AT 37 AT T2 3= F7d & TATG a7 7 7 TRSHT il TehenTaar s LT i TLrer Hii & e U
IT-ATHTT T T BT o

@7, Su-gEfa F FfFEET ST a9 qoremRt F /e 0w # GHT-A9T 9¥ A TS
fafere St ® =9 THRSTET A TrET At off 77 TSI + Re™ie + SSayithT & ThS 1 Al Far
w0 & oo e £ off) EgE™ 91 T 16 Ay, 2015 &1 AT AT 6841 d5F H FRIANAI +
FrfReErie + AT F THSTET ST 294 TS F AT H IATT T § F AT AT g0 3T T
gfafig F it Rrewrfer i off;

T, IFT TS T F Haferd e Arf=err SHT g2 9¢ o= ¥ FT=ewreli & 97 &7 9 & diaen &
AR 139 & & AT AT & AT Ioaqd ATATAT [ A i T2 AT 3 A1 I=aaqd A=A
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2017 it THUAT(HT) . 7061 [T §9 T4 FeA ((iHde Ud 7+9] ¥ 3Igqq 2017 & e s
T, 22972 # qErE 15 fREwaw, 2017 &7 XU s+ fviw & a5 Aa=a< & g & 294 TwRert & 9 F2
UFSTET THETd Agl g a9 39 9T TTATSF F T 199 497 T9ferT g

3T, 91 RIS % SMeTY ¥ Feald 83 9q8 ¢ [ =0 TRl § Tqiae s@aadi & fils
i sliferer A5l 2 &l FAaae + fferie + SIS & THRSIEl F1 ITAN {1\ & (o
ST qUT gIET 6977 ¢,

A A, Feald LR T JaTee araidy oFferf=aw,1940 (1940 &1 23), F¥ =T 26%F FTT
Tacd AhAl T TART F3d gU SiX 1S i ARIen & e 9% Uaegel Mefaiaa srafer w1 Fward
fafawtor, e =i faawor it smfgad # ackre g & gfafug Fdt 2-

“HTAE ITART & o0 FAAS e + S Reriie + Ao & g i Aaq g

[T, &, T 11035/53/2014-ST0HFTHT (FIT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 186(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Chlormezanone + Paracetamol + Ibuprofen and accordingly, the Board at its 68" meeting held on 16™ February, 2015
recommended prohibition of FDC of Chlormezanone +Paracetamol + Ibuprofen considered as irrational, which
appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of
Chlormezanone + Paracetamol + Ibuprofen is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Chlormezanone + Paracetamol + Ibuprofen for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]

Dr. MANDEEP K BHANDARI, Jt. Secy.
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st
7% feeett, 11 St=ady, 2019

FT. A 187(HA).—Awter e yore= aradt 9w, 1945 F ffaw 1223 F 91 qfeq, awtd 6w
TETE AT sterfEa, 1940 (1940 7 23) &t &m=r 33T * o1efiw, #. €. 4 -146 /2007 - =7 #1, ai=
28 TaFa¥ 2007 Frer @t TSt 3T T TeAEEt F swfyr fesret grer 294 e e attggor (G zed
TH TATA U SF 4T gl TAT 8) | Gatvead srqaaar, S arater qgriaa=re (ed) % TqHiad & o7 ST
TR T o, 1 T A & e ST R w3 et # 3g e § Re G F qreaw ' e
2 TS off TAT I Sg AT F I (el ¥ Faieera a6 FrAaTga) 7€ ek T ot off;

3IY 39T qe T AT e el AT are (SE THH 8 THT a1 Fal AT &) G A= fHar
AT AT 37 AT ¥ 3= F37d & TATG a7 F 7 URSHT il ThenTaar i LT i TLEr Fii & e U
IT-ATHT T T3 FhaT o;

e, Sy-afafa 7 AfFETar @ aor guemeERt F 9T wEe wh aHA-99T 97 Ao i T
ﬁﬁ?é@%ﬁﬁ%ﬁ@%ﬁ?ﬁﬁﬁ%ﬁﬁﬁﬁﬂﬁﬁﬁhﬂﬁhﬁ+ﬂ@§ﬁﬁﬁ+ﬂm+m+
+ TR gredieaTee F URSHET F qHTd F#A F forg frwrfer i off aggaw A T
16 TAT, 2015 FT AATIT ATHT 68T T2F H FARSIFITIIA + SAELATHT + FTRerie + srgais +
+ AP gl F UHSRER ST 204 UwSRER T g § zATU AU E AT TAhETd
AT g0 I8 9T Tt FT 6l [Ereprieer i of;

ST, ST THS T F HATed e AT=eRT SHT g2 9¥ 31+ ¥ ATTOw1el % 9T il 9T % S1aemT &
A= 139 F o oTefid ATRA o AT Soaad ~ATATAT T AT il T AT AT I=adH AT
2017 #T THUATI(ET) &. 7061 [FRT 9 I4H Few< WHee TF o+F] & Igqq 2017 #i @ srfie
T, 22972 ¥ AT 15 fREwaw, 2017 & QU o= viw & 98 9q =56 a7 § & 294 uweiet 5 9 32
THSTHT THERTT A1 g TAT 39 T TATUG el T ATIH oA AT STITeMT 2

3T, arE At RIS & Mg I Fvald aear 9q¢ § 6 39 TRl § saide sEagal &1 il
rfrc T oo a81 8 oY TSI + ASIrh + FORere + STeaath® + A haaersiT +
AN gregiaaTse F TR AT ITAN 9194 F U STEH 07 g7 S97 2

A A, FealT GLRIL, AU T TEqTe+= e’ Afef=aaw,1940 (1940 1 23), Ft &=T 26%F FIT
Tacd ATTRAl T TART F3d gU SiX 1S i ARIen & e 9% Uaggel Mefaiga srafer w1 Fward
fafawtor, e s farawor &t safea # ok yamE & gfafug w2

T ITANT 6 oI, FA e aTai + ArEgarhd + Ffferie + sTEadithas + strfihagersia +

i gregiaTss & atea S Jaa gas”

[T, €. T 1 1035/53/2014-WW{€ﬁ (WTT-IID)]
=t 4T 3, steTHy, R A

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 187(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Chlorzoxazone + Ibuprofen + Paracetamol + Diclofenac + Oxyphenbutazone + Magnesium Hydroxide and
accordingly, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
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Chlorzoxazone + Ibuprofen + Paracetamol + Diclofenac + Oxyphenbutazone + Magnesium Hydroxide considered
as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Chlorzoxazone
+ Ibuprofen + Paracetamol + Diclofenac + Oxyphenbutazone + Magnesium Hydroxide is likely to involve risk to
human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose of combination of Chlorzoxazone + Ibuprofen + Paracetamol + Diclofenac + Oxyphenbutazone
+ Magnesium Hydroxide for human use”.

[F .No. X. 11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
T2 faeett, 11 STa, 2019

HT.AT. 188(3).—wfd i yoTe= areyT 7w, 1945 % Faw 1228 % Ar ufsd, w67
TETE AT sterfEa, 1940 (1940 7 23) &t &=y 33T * o1efiw, #. €. 4 -146 /2007 - =7 #1, ai&=
28 Tara¥ 2007 T Tt TS ST T ToAEET F Ay fFesret grer 294 g aftgso (G g
THH THTA U SF dT gl TAT 8) | Hatead sTqaaar, S arater qgriaas=re (ed) % TqHiad & fo=qT s
TR T o, 1 T A & e ST R w3 et # 3g e § Re Gl # qreaw ' e
2T TS off TAT I IF ATATAT F I (et F Fafeera a9dT FrAaT@ar 7€ Uk 9T o ofF;

3IY 37T T T AT T el FATghe are (O THH T8 THTq a1 &gl AT 8) T fa= &
AT AT 37 AT T2 3= F7 & TATG a1 7 7 TRSHT il ThenTaar i LT i Trem Fiid & e uF
IT-FHT F71 W7 T o,

A, su-afafa 7 fFAfRuTar St qor guraTER F A qowet 9 gHT-g9T U7 arierdG i TS
fafoer St & =7 uwdEr i ader i off qur 7z R & ot B anonemene+s fafRerne +
ATSII T + STEFAThAP GIHSIH FT THRSHT ATHET & TAT IH THI FIA 6 (o0 Tgaq off| TEqae are
T 16 FEAY, 2015 FT AT AIAT 68T T2 # FneiEaT+ TfREme + AEgET + STEFhS
qifeww F THRSHT ST 294 UESER T gAT H F9TU MU F AT A O 39 U GG FwA A
foremrier it off;

ST, ST THS T F HaTed e AT=eRT SHT g 9¥ 31+ ¥ ATTOR1el 6 9T il AT 6 G1aem 6
AT=e 139 F o eI AT o AT I=adH ~ATATAT I AT il s oA 3T AT I=aq¥ ~FTATAT
2017 &t THUAT(HT) . 7061 [WRT &9 a9 FeA? [(Hde Ud 7+9] ¥ 3gqq 2017 & e s
T, 22972 # qirE 15 fREwaw, 2017 &7 &U s+ fviw & a5 Aaea< o g & 294 TRt & 9§25
TRSTHT THERTT AG1 g TAT 39 T TATUG el T FTTH oA AT ST 2

3T, A1 & RIS % SMe T Frald T3 §q¢ ¢ & 0 UheEl § qiae saadi &l s
e siif=rer T2l 2 oY TS TS+ REie + SSaThT + STRarthd® GIeIH & TRl &l
START §T9F o {10 STITEH qur 29T ST g;
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I A, FealT GLRE, AW T TaTe= arad’ orfarfaaw, 1940 (1940 1 23), Fit &7 26%F FIT
Tacd QTRAl T TART FXd gU SiX 1S i TARIen & e 9% Uaggel Metaiaq srafer 1 Eward
farfawmtor, feer siv e it s § acker yama & yiatvg F#dt 8-

“HIAE TN o o0 FAIGST TSI M+ AT RETHIA + ASTATHT + STSFAThA® GIHSIH 6 TEA= &
IERERCRIEN

[T, &. T 11035/53/2014-STOHFTHT (ST-110)]
NOTIFICATION

New Delhi, the 11th January, 2019

S.0. 188(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Chlorzoxazone +
Paracetamol + Ibuprofen + Diclofenac sodium is absurd and agreed to discontinue and accordingly, the Board at its
68th meeting held on 16" February, 2015 recommended prohibition of FDC of Chlorzoxazone + Paracetamol +
Ibuprofen + Diclofenac sodium considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Chlorzoxazone
+ Paracetamol + Ibuprofen + Diclofenac sodium is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Chlorzoxazone + Paracetamol + Ibuprofen + Diclofenac sodium for human

LR}

use .
[F. No. X. 11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.
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st
7% feeett, 11 st=ad, 2019

1.3, 189(3r).—Aufy T yorer arefy =, 1945 & 7w 122 = % 419 ufsq, ot siw
TETA AT srferfeaw, 1940 (1940 #71 23) &t a1y 33 T F e, #1. 9. 4 -146 /2007 - =7 &1, av=
28 TaFa¥ 2007 Frer @t TSt 3T T TeAEt F swwfyr feset grer 294 e attggor (G zed
THE THT T SF d1 Fgl AT 8) | Gatedq sqaraar, Seg sfrofer qgrag=r (A1q) F AqHEd & &7 S
TR T o, 1 T A & e ST R w3 et # 3g e § Re Gl F qreaw ' e
2 TS off TAT I Sg AT F I (el | Faieera a6 FrAaT@a) 7€ WUeh T ot off;

3IY 37T T2 T AT T et FArghe are (e THH T8 THTq a1 &gl AT 8) g7 fa=r
AT 9T 3T AT 92 =1 T o TATG A1 F 37 TRSTHT 20l TeheTaar e AT Tl TeAT FiLd & (o0 THh
IT-afafa 1 T fFar o

e, Iu-Atafa 7 BfRuTar dt qur qurenRt ® 9 9wl w7 qHF-g9T 9T Ao i TS
ot St & =7 TRSET F airar F o 77 R + R + srgaresn e F uwSE
qaTT FA & fow e i of aggaw a1 9 16 wadd, 2015 & A AT 6847 doF H
RrreaafRe + Rffewie + steargan @ F TwSHT ST 294 THRSHT it T F F9TT U E FT STTHETT
AT g0 39 T¥ Fiaftg e it frearfeer i of;

ST, IFT THS T F HaTed e AT=eRT SHT g2 97 31+ X ATToR1el % 97 il 9T & S1aemT 6
A= 139 F  Tefid ATRA o AT Soaaqd ~ATATAT T AT il T3 0Tl AT I=aqH AT
2017 #it THUAT(HT) . 7061 [WRT &9 a9 Hew [(¥de Ud 7+9] ¥ 3gqq 2017 & e s
T, 22972 # qir@ 15 fREwaw, 2017 &1 &U oo+ viw & a8 Aa=a< o g & 294 TwReEr & 7§25
THSTHT THERTT A1 & AT 39 T TATUG e T ATTH AT STITerT 2

3T, arE it RIS & Mg T Frald aeE 9q¢ g 6 39 RSl H§ swaide sagal &1 s
e st 721 § o Rty + e + ssaEif@eg 5 teEr &1 31 999 &
o STfas ot gMT ST ¢

I A, FealT GLRTE, AW T FaTe areadt srferfaaw, 1940 (1940 1 23), Ft &=T 26%F FIT

TEcd ARRAT HT TART Fd gU oY Al 6l THRIer & e 9% UqagT Mefatead siufer w1 foeward
fafamtor, fasrr sie faeor it safea § qora yame & gfafug w0 8-

T 3R & forw Rfreeriaranfae + fefaereer + ersarssntam & aftqsr £ Mg g

[T, &, T 11035/53/2014-ST0HFTHT (FIT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 189(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC
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of Ciprofloxacin + Tinidazole + Dicyclomine and accordingly, the Board at its 68" meeting held on
16" February, 2015 recommended prohibition of FDC of Ciprofloxacin + Tinidazole + Dicyclomine considered as
irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Ciprofloxacin +
Tinidazole + Dicyclomine is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Ciprofloxacin + Tinidazole + Dicyclomine for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

FferEaT
7% feeett, 11 ST, 2019

3. 190(3).—NofY fT ToTew AT a9, 1945 % A9 1228 % A1 afeq , Al i
et AR sTfafEE, 1940 (1940 T 23) #¥ &7 33T F e+, W €. 4 -146 /2007 - =¥ A, aE
28 TaFY, 2007 FIRT Tt ToAT ST /o oL ok aveter et g 294 o g aftwso (G o
THE THTA UF SF H1 FgT AT §) & Fafearq qatadi, g siuler agrag= (97d) & ATHIGHT & o7 St
TR T o, 7 TE A o e ST R T o) SE eert i 3y Ararers § e anfeeT F 9redw ' e
2T L off TAT I IF SATATAT o I (Aeen T gafeera gl FwrAareat a8 T v o of;

ST IFT Hz, T AT ThATenr g ars (S 28H 38 T2 a1 Fgl T47 ) FRT &A= Har
AT AT 37 AT T2 3= F7d o TATG a7 o T TRSHT il TohenTaar s LT i TLram Fiid & (e U
S-S T T R 4,

3T, ST-AHfG 7 FREEr ¥ T9T TUhTERD F a9 9OHd wh GHT-98T 9T AEd A TS
Afoe SoFi § =7 UwRSHT dT aer i off TU7 SrRaraae i e + ST + dfRer e & TR A
qaTT FA & fow e i of qgga™ 9 9 16 wadd, 2015 & A AT 6847 9w H
TTEATIFANNA + SHFASHATR + R F TFESHT ST 294 THSTHT T =T | T T § Fl SAqHa T
AT g0 39 9¥ giaftg e it frearfeer i of;

ST, IFT THS T F HaTed e AT=eRT SHT g2 9¥ 31+ ¥ ATTOR1el 6 97 1 AT 6 S1aem 6
A= 139 F  oTefid WA o AT Soaaqd ~ATATAT T AT il T AT AT I=adH AT
2017 #it THUAN(HT) . 7061 [WRT &9 a9 FeA? [(¥de Ud 7+9] ¥ 3gqq 2017 & e s
T, 22972 # qirE 15 fREwaw, 2017 &7 &U s+ viw & a5 Aa=a< o g & 294 TRt & 9§25
THRSTHT THERTT Agl g AT 39 T TG FHLd T ATTH AT U &

AT, dTE At RIS & Mg I FaT aeEr 9q¢ ¢ 6 39 URSHT § aediay sEaadl #7 e
e siferea 721 2 3T STSaTsaaiiad + STASAYThT + SRS & THE |1 & ITINT 9194 & o
ST of AT HT=A 2

A NS, FealT TLHTL, SMOTY ST TATe ATRdt fafa=w,1940 (1940 7 23), FT 4=T 26F g1
TEcd ARRAT FT TINT FId gU ST dTe il HRIen & ey 9 UaggnT Hetaigd srater &1 fEwars
farfawmtor, feer siv fAawor it s § aoke yama & yfafvg #dt 8-

T ITAN o (o7 STEATSHFAIAT + STESTHATR + FfRere & afvasor £ Faa g+’

[T, &, T 11035/53/2014-STOHFTHT (FHT-111)]
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NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 190(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Dicyclomine + Dextromethorphan + Paracetamol and accordingly, the Board at its 68" meeting held on
16" February, 2015 recommended prohibition of FDC of Dicyclomine + Dextromethorphan + Paracetamol considered
as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Dicyclomine +
Dextromethorphan + Paracetamol is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Dicyclomine + Dextromethorphan + Paracetamol for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
T2 faeett, 11 sTa, 2019

FT.AT. 191(3A).—wTS i y=Te= aredT e, 1945 % [aw 1228 % 9 ufsq, Sty &7
TETE AT sferfEaw, 1940 (1940 7 23) &t &m=r 33T  o1efiw, #. €. 4 -146 /2007 - =1 =1, ai=
28 7Y, 2007 gwT a«dt At S T weeE F awty et ger 294 Faa g aftwr (G
THH THH TATA U SF 1 Hgl TAT §) | gatead srqaaar, Sre srafer agras=e () F Tqaad & o1
ST T T o1, 7 T2 A & e S R o o s Aot w5y Ao | e e o arem |
FATH &F T AT FAT IF I AT F 3F et F gafeaa a9t wrarRe av O o€ & e,

3IY 39T q T AT el AT are (S THH 8 THT a1 Fal AT 8) FRT A= fhar
AT AT 3 AT T2 3= F7d F TATG a7 7 T TRSHT il TehenTaar i LT i TLreT Hiid & e U
IT-ATH{T T T BT o

e, Iu-Atafa F ARt dt qor qurenRt ® a9 9wl w7 99F-g9T 9T A i TS
fer Joat ° =9 TESER i adrer i off quT ersareEen e + dOfReme + FRETEeg RS+
TS T T FHTT A o (o7 RRTieer it off| g9 a1 7 16 wadt, 2015 &l AT a1 6841 doF
H srgargaiaT + dOfReEme + FARSTESaiETEE F URSHT ST 294 TRSHT i g H F970 U 2 A
AR I 0 3T T Tiaftg Fee st Freprier #i of;

3T, IFT THS T F Haferd e Arf=rerr SHT g2 9% =7 ¥ JT=ewreli & 97 &7 9 & diaen &
A= 139 &  Tefid ARA o A IoaqH ATATAT I AN il T AMTlT AT I=adH AT
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2017 it THUAN(HT) . 7061 [WRT §9 T4 Few (¥ Ud 7+9] ¥ 3Igqq 2017 & e s
T, 22972 ¥ aritE 15 fREwaw, 2017 & U o+ viw & 98 9q =56 a7 § & 294 uweet 5 9 525
THRSTHT ThERTT A5l g TAT 39 T TG FHLd T ATTH AT U &

3T, 91 RIS % SMeY % Feald 93 9q¢ ¢ [ =0 TRl § Iqiae s@aadi & fils
e siif=reT A51 & ST STSarsaIad + Gfter e + FARSTSS I IFTEE & THSET H1 START A1
o o0 STITs gt gHT §9Te7 &

I A, FealT GLRE, AW T TaTe= arad’ orfarfa=w, 1940 (1940 1 23), Ft &=T 26%F FIT

Tacd QhAl T TART F3d gU SiX 1S #hl ARIen & g 9% Uaggel Mefaiga srafer w1 Eward
fafamtor, faskr sie fawor 1 safea § qerra yame & wfafug v 8-

PHTEE ITANT & o0 eTgameaiaT + GIReie + FReTEs v aaTEe & G0 §f [Faa g+’

[T, &, T 11035/53/2014-ST0HFTHT (FIT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 191(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Dicyclomine + Paracetamol + Chlordiazepoxide and accordingly, the Board at its 68" meeting held on
16™ February, 2015 recommended prohibition of FDC of Dicyclomine + Paracetamol + Chlordiazepoxide
considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Dicyclomine
+ Paracetamol + Chlordiazepoxide is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Dicyclomine + Paracetamol + Chlordiazepoxide for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]

Dr. MANDEEP K. BHANDARI, Jt. Secy.
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FferEaT
T2 faeett, 11 S9adT, 2019

HTAT. 192(3).— AT ST TaTe GreRit =9, 1945 % A= 1228 * arr afsd, rafer siv y=me=
araft srfafaam, 1940 (1940 &7 23) fY T 33T * 79, w1 H. 4 -146 /2007 - = @, @
28 TaFY, 2007 FIRT Tt ToAT ST /o TroAL=T ok ety et g 294 Faa gk aftwso (G o
TH THTA UF SF H1 FgT AT 5) & Fafeaa qatadi, g siuter agrag=e (9ed) & AqHIGT & (o7 St
TR T T, T TE A o Heer ST R0 T o 36 TSRSl T g AT § e ATi=eT o 9reds F gArar
2 L off TAT I IF ATATAT o I (Aeen T Fafeera gt FwrAareat a8 T v o of;

SIY 39T q T AT Tl aATghT are (S THH 8 THTq a1 Fal AT &) FRT A= fHhar
AT AT 37 AT T2 3= F7d F TATG e o T TRSHT il TehenTaar siiT LT i TLrer Fii & (e uF
IT-FHHT F71 W7 T o,

¥, su-mfafa 7 fFAfRuTar St qom guraT F v qowst 6 gHT-a9T U7 arierdG i TS
Af dowt ° =9 uwSHETr f o f off Tu7 ergaEng + fufferne + fharesrsETTEe
TESITEN & THRSHT T JHTT Fee 6 forg fRrfeer & off agqam 91 7 16 wadt, 2015 &1 st
JUAT 68AT T H SrgETENIAA + dqfeErne + fhATSerEEIiuTSe qIEshei| & URS T ST
294 THESTHT T AT H TATT [T & T TTHETT AT g0 39 I TG FT Al FEoprieer v of;

3T, 3% URS T & "afea Re ari=rer I g2 97 o7 [ Ar=ewrel & |79 &0 9% & S6gr &
A= 139 F  Tefid AT o AT Soaaqd ~ATATAT T AT il T ATl AT I=adH AT
2017 #FT THUATI(ET) &. 7061 [FRT 9 I9H Few< WHee TF o+F] & 3Igqq 2017 #i =@ srfie
T, 22972 ¥ qE 15 femwaw, 2017 & Ru sraa Aol & a8 ga=a<s G & 5 294 vwdieft § 7 3
THRSTHT THERTT Agl g TAT 39 T TATUZ FHLd T ATTH AT U &

AT, aE A RIS & Mg 9 FaT aeEr 9q¢ ¢ F 29 URSHT § aeqfas s&aadl #i7 wls
e siifeq T51 & oY STeaTEaaeT + Taerie + fhTeasrsaiaTse IS & ThHeTET H7
START §T9F o {10 STTEH qur 24T ST g;

AA: NS, FealT TLHTL, SMOTY AT TATe ATRdt fafa=w,1940 (1940 7 23), FT 4=T 26F g1
TEed ARRAT HT TART Fd gU oY A1 il THRIe & e 9% Uqagy Mefatad siuter w1 fGoewary
farfawtor, R siv fAawor v s § aore yama & yiafvg #dt 8-

‘T ITART & T Srgarsan e + dfRerme + fRTses s aTSe IS & Jregsor
&t =T g

[T, €. T 1 1035/53/2014-WW{€ﬁ (WTT-IID)]
=t 4T 3, steTHy, wpE A

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 192(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;
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And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Dicyclomine + Paracetamol + Phenylisopropyl Pyrazolone and accordingly, the Board at its 68th meeting held on 16"
February, 2015 recommended prohibition of FDC of Dicyclomine +Paracetamol + Phenylisopropyl Pyrazolone
considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Dicyclomine +
Paracetamol + Phenylisopropyl Pyrazolone is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Dicyclomine + Paracetamol + Phenylisopropyl Pyrazolone for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

St
T2 faeett, 11 STra, 2019

HT.AT. 193(3F).—ATTter ST yore aradt F=w, 1945 F fFaw 1223 % 919 qfeq , Awid &7
TETE AT srter=as, 1940 (1940 =7 23) i &=y 337 = o1efiw, #r. €. 4 -146 /2007 - <1 1, ai=
28 Tara¥ 2007 T Tt TS S T ToAEEt F Ay fesret grer 294 A gy attgso (G g
THH THTA U SF dT gl TAT 8) | Hatead srqaaar, S Arater qgriaas=re (ed) % TqHiad & fo=T SIr
TR T T, 1 T A e ST R U ) S et w3 e § R AT F 9redw F gArar
2T TS off TAT I IF ATATAT F I (et F Fafeera a9dT FrAaT@ar 7€ Uk 9T o ofF;

ST I He, T AT ThAT Frgehre dre (O 280 T8 TATq a1S gl 147 ) 0 A= G
AT 9T 3 AT 2 TS FT o TATG A1 7 37 THRSTHT %0l TeheTaar e gLeAT Thi TeT FiLd & (o0 THh
IT-afafa 1w fFar o

@7, Su-gfa F FfFEET ST a9 qoremRt F /e e # GHT-A9T 9¥ A g
Tt ot O =7 vRSTET v ader 1 oft guT sTsaTsrn AT +ATRANTHRY F UTHRSE F THTa F9 5
foro frerfeer 7 off IEgER FI€ T 16 wEadr, 2015 FT A AT 68T T H STRATIAAIAT
+ATRAAER F THEIHT ST 294 THSTE FT =T H IATT U ¢ T AT AT g0 IH I (A T0F FEed
#1 fremrfer 7 oft;

T, IFT THRS T F Haferd e Ari=err SHT g2 9% =7 ¥ FT=wreli & 97 &7 9 & e &
AR 139 F % AT WA & AT I=adH ATATAT &l AR il T HI3iT AEAT I=aa¥ A1
2017 #FT THUATI(ET) &. 7061 [FRT T 9917 Few< WHee TF o+F] ¥ Igqq 2017 i @ srfie
T, 22972 # qir@ 15 fewwaw, 2017 &1 RU s+ fviw # a2 Aa=a o g & 294 Ul & & F72
THRETHT THERIT Agl g TAT 39 T TG L T ATTH AT U &

ST, are At RIS & Mg I Frald ava 9q¢ ¢ 4 39 TRl § wdide s&agdal &1 s
e o= 21 & 37 STRaTsaiaT +ATRaNeed & THE M1 A ITART q19d & (o7 STTEH 100
T HATT 2,

qA: NS, FealT TLHTL, SMOTY AT TATe ATRft fafa=wm,1940 (1940 7 23), FT 4=T 26F g1
TEed ARRAT HT TART Fd gU AT Al l THRIel & e 9% Uqagy Mefatead siuter w1 ey
farfawtor, feer siv fAawr it s § acke yara & yiafvg w3t 8-
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“HTE ITANT % o0 eTeamsa i +ARaN<iey & a9 & Faa g

[T, &, T 11035/53/2014-STTHaFTHT (FHT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 193(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Dicyclomine + Serratiopeptidase and accordingly, the Board at its 68" meeting held on 16" February, 2015
recommended prohibition of FDC of Dicyclomine + Serratiopeptidase considered as irrational, which appeared in the
list of 294 FDCs.

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Dicyclomine +
Serratiopeptidase is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Dicyclomine + Serratiopeptidase for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-I1I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
7% feeett, 11 st=ad, 2019

FT.3. 194 (31).—Afer T yaTe It F=w, 1945 F 9w 1228 * 410 afsq , ot s
TETE AT sfarfEaw, 1940 (1940 1 23) &t &m=r 33T * o1efiw, #r. €. 4 -146 /2007 - =7 =1, ai=
28 wawa¥, 2007 3T T TSAT ST T ST 4 Aty HEawt gy 294 A gaw atrwsr (T
THH THE THTG U S HI Fgl TAT §) F Gaieerd AT, Nieg, ATSTe AT (Wd) & SFTHIET % oA T
ST T T o1, 7 T2 A & e S R o o s fAeert w5y Ao | e At o arem |
FATAT &1 T2 AT TT I Ig ATATAT o I (Ml § FA{eerd 97 HEAaTga1 T T 9T &t off;

ST IF e, T AT Tt dergahr are (S 208 386 TET a1 Fal T4 8) FRT A= fBar
AT AT 37 AT T2 3= F7 & TATG a7 o 7 TRSHT ol ThenTaar o LT i TLrar Hii & (e uF
ST-THI T Tod TR o,

Y, Iu-AtAfa F BfFEtar S ur et F 9T T Fh GHT-g9T 97 AT i TS
At doai # =9 TwSHT T 9T i A7 TAT AETIrhTHRAd S TRS T A GH FA 6 (o0
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fererfer 7 off qEAER T T 16 FXA, 2015 T AT AI=T 68T ToF H AETHBA+RIAAHIT
THRETHT ST 294 THRSTET sl AT H F9T T ¢ Al AARETT AT §U 3T TT ATA UG FLeA il [RIRITer #hh of;

ST, IFT THS T F HATed e AT=eRT SHT g 97 31+ ¥ ATToR1el % 97 il 7T % F1aem 6
aT=ex 139 F F 79 WA F HTEHIT I=9dH =TT Fl Sqied it T2 offsiT A S==ay =T 1
2017 #T THUATI(ET) &. 7061 [FRT T I8 Few< WHee TF o] ¥ Igqq 2017 i @ srfie
T, 22972 # qirE 15 fREwaw, 2017 &7 &U oo+ viw & a5 Aa=a< o g & 294 TRt & 9§25
TFRSTHT THERTT A1 g TAT 39 T TATUG el T ATTH AT STITeMT 2

ST, dTE it RIS & Mg I Frald ava 9q¢ ¢ 4 39 TRl § wdide s&agdal &7 s
Frfrc T e 951 & 3T b +HIA= I 6 THRSH[ H ITAN AT & (70 STIEH 07 g7 SH7eT

A A, FealT GERTE, AU T TEqTe= e’ Aiaf=aw,1940 (1940 1 23), Ft &=T 26%F FIT
Tacd QTRAl T TART Fd g0 ST a1€ il RRITell % e 9% UAEgT (Aeraed siofer &1 fEewars
fafawtor, fesrar =i farawor &t safea # aorre yaE & gfafug w2

“HTAE ST & o0 ArSha+HIA= I 6 T 6] =ad g’

[T, /. T 11035/53/2014-ST0HFTHT (FTT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 194(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Ibuprofen + Colchicine and accordingly, the Board at its 68" meeting held on 16" February, 2015 recommended
prohibition of FDC of Ibuprofen + Colchicine considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Ibuprofen +
Colchicine is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Ibuprofen + Colchicine for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.
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st
7% feeett, 11 st=ad, 2019

FT.3. 195(3).—Awfer T yaTee arnft F=w, 1945 F 9w 1228 * 410 afsq , ot siw
TETE AT sterfEaw, 1940 (1940 7 23) &t &=y 33T & o1efiw, *. §. 4 -146 /2007 - =7 #1, ai=
28 TaFa¥ 2007 Frer @t TSt 3T T TeAEt F swwfyr feset grer 294 e attggor (G zed
THE THTA T SF 1 Fgl AT 8) | Gatedq sqaraar, g sirofer qgrag=r (A1q) F AqHad & &7 S
TR a7 o, 1 T A & e ST R w ) S et # 3g e § Re G F qreaw ' e
2 TS off TAT I IF AT F I (el | Faieera G AT AT 9¢ Ueh T &t ofF;

3IY 37T T2 T AT T et aArghe are (B THH T8 THTq a1 &gl AT 8) g7 fa=r
AT AT 37 AT T2 3= F7d & TATG a7 7 7 TRSHT il ThenTaar i LT i TLrer Fii & e uF
IT-FHT F71 T T o,

A, su-afEfa 7 AfFaEr St qaur quremeRt ® Jrg oyt # guT-a9T 9T g hir TS
fafoe St # =9 URSER i arar A off JAT Araeea+ SFREmEifh+ daffeme F owSER @
qOT A & g ferfer i off) agqame a9 16 wead, 2015 &0 S sa+r 6847 9o% #
AT+ SFIEER IR+ daffere F TR ST 294 TESER i g § IATT AU E T AqdETdT
AT g0 39 T¥ giaftg e &t frearfeer i of;

ST, IFT THS T F HaTed e AT=eRT SHT g2 9¥ 37+ ¥ A8l % 97 1 7T 6 S1aemT 6
A= 139 F  oTefid ATRA o AT Soaaqd ~ATATAT T AT il T ATl AT I=adH AT
2017 #it THUAN(HT) . 7061 [WRT §9 a9 Few ((Hde Ud 7+9] ¥ 3g9q 2017 & e s
T, 22972 ¥ AT 15 fREwaw, 2017 &7 QU o= viw & 98 9q =56 a7 § & 294 uweiet § 9 32
TRSTHT THERTT AG1 g TAT 39 T TATUG e T FTTH oA AT I 2

AT, aTE A RIS & Mg I FeaT aeEr 9q¢ ¢ 6 39 URSHT § aediay sEaadal #7 wle
e =T A5l 8 37 TSI+ SFAE I b+ ATREHI & THSIET T 3TN A\ & o
ST QU7 gIHT §977 ¢,

I A, FealT GLRE, AW T Tare= arad’ orferfaaw, 1940 (1940 1 23), Ft &=T 26%F FIT
Tacd QTRAl T TART FXd g0 ST &1E il ERITell % e 9% UAEgnT (Meraed siofer &1 fEewars
fafawtor, fsrar s faawor &t safea # aorre yama & gfafug w2

“HTAE ITART & o0 ArggoiiseT+ SRagriaradi e+ dafRemie & afvasr fi g g

[T, &, T 11035/53/2014-ST0HaFTHT (FIT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 195(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28™ November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the
FDC of Ibuprofen + Dextropropoxyphene + Paracetamol and accordingly, the Board at its 68" meeting held on
16" February, 2015 recommended prohibition of FDC of Ibuprofen + Dextropropoxyphene + Paracetamol considered
as irrational, which appeared in the list of 294 FDCs;
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And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Ibuprofen +
Dextropropoxyphene + Paracetamol is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose of combination of Ibuprofen + Dextropropoxyphene + Paracetamol for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-II)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
7% feeett, 11 st=ad, 2019

HT.3M. 196(37).—Awfer ST yoTe arRft =W, 1945 % 9w 1228 % 417 9feq, «ufyr i
TETE AT srtereas, 1940 (1940 =7 23) & &<y 337 = o1efiw, #r. €. 4 -146 /2007 - <1 1, ai=
28 wawa¥, 2007 3T T TSAT ST T ST & Awry FEEawt gy 294 A gow atrwsr (T
THH THE THTG U S HI Fgl TAT §) F Gateard TqA0Al, Nieg, ATTTe AT (Wd) & SFHIET % oA T
ST TR ST o7, &7 T2 & o fAeer ST foRu a1 o) 36 et &t 3g =amamera | e arf=reer & |areaw |
FATAT & T2 AT TAT I Ig ATATAT o I (Ml § Fareerd 97 HEAaTga1 T¢ T a9 &t off;

3IY 37T T2 T AT T el FATghe are (e THH T8 THTq a1 &gl AT 8) T fa=r
AT 9T 3T AT T2 =1 T o TATG A1 F 37 TRSTHT 20l TeheTaar i gLeAT Thi Ter FLd & (o0 THh
IT-FHT F71 W= T o,

A, su-afEfa 7 AfFatar St qur quremeRt ® Jrg oyt #e guT-a9T 9% srard hir s
fafer= Sl ® =7 TwS e it 9rET A o TAT AEEAhd +ARTREHIT+ HIAAEIT 6 ThHE 1 Hl THIT
e o o fHerver & off) aEga™ 9 T 16 wadd, 2015 &1 AN AT 68T Sod H ATSIAHT
+HfREmie+ FE=ET F TR ST 294 TESHT T T H FATT AT E AT ATHETT AT g 3H T
wfafog w &t Rrwrfer & of;

ST, IFT THS T F HATed e AT=eRT SHT g2 9¥ 31+ X A8l 6 97 1 AT 6 G1aemT 6
A= 139 F  Tefid ATRA o AT Soaaqd ~ATATAT I AT il T AT AT I=adH AT
2017 #T THUATI(ET) &. 7061 [FRG 9 I9H Few< WHee TF o] & 3Igqq 2017 #i @ srfie
T, 22972 # qir@ 15 fREwaw, 2017 &7 &U o= viw & a8 Aa=a< o § & 294 TR & 7§25
THSTHT THERTT A1 g TAT 39 T TATUG e T FTIH AT STITeMT 2

3T, are At RIS & Mg T Frald aeEr 9q¢ § 6 39 RSl § saide sEagal &1 s
Frfrctr sfiferer a1 § 3T S +HARE T+ HAH T F THeE! FT ITAN AT 6 (o0 SIIad
U ST HAT &

Aq: A, FealT GERTE, AU FT TEqTe= T Afaf=a=w,1940 (1940 1 23), Ft &=T 26%F FIT
Tacd QTRAl T TART FXd g0 ST a1E il ERITell % e 9% UAEgT (Meraed siufer &1 Eewars
fafawtor, e s farawor &t safea # aorre yaE & fafug w2

“HTAE ITANT o o0 Ao +ATReT I+ R & qeao S S gas”

[T 5. T 11035/53/2014-ST0HaFTHT (FTT-111)]
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NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 196(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Ibuprofen + Paracetamol + Colchicine and accordingly, the Board at its 68" meeting held on 16™ February, 2015
recommended prohibition of FDC of Ibuprofen + Paracetamol + Colchicine considered as irrational, which appeared
in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Ibuprofen +
Paracetamol + Colchicine is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Ibuprofen + Paracetamol + Colchicine for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
T2 faeett, 11 sTa, 2019

FLAT. 197 (). —ATTTe ST yoe= qaradt F=w, 1945 F Faw 1228 % 919 qfeq , Awid &7
TETE AT sferfEaw, 1940 (1940 7 23) &t &m=r 33T  o1efiw, #. €. 4 -146 /2007 - =1 =1, ai=
28 Tara¥ 2007 T Tt TS ST T ToALHT F Ay fFsat grer 294 gy attgsao (G g
THH THTA U SF T gl TAT 8) | Gatead srqaraar, e Arater qgrias=re (eq) % TqHiad & fo=T s
TR 1T o, 1 T FA & e ST R ww ) S et # 3g e § Re G F qreaw ' e
2 L off TAT I IF ATATAT F I (et F Fafeera T FrAATZAT 9¢ Tk 97 & ofF;

3IY 39T qe T AT Tl AT are (S THH 8 THT a1 Fal AT 8) FRT A=
AT AT 3 AT T2 3= F7d & TATG e 7 7 TRSHT il TehenTaar o LT i TLrEr Hii & e uF
IT-ATH{T T T BT o

siY, IT-atafa 7 FAfAAtar S aur quhs F 91 el wh aHI-A8T 97 AN 6 T8
fafeT szt ® =7 uwSET it ol & off 77 g +4afRere +&Rtew sERfee ¥ e
T AT Fed & forg Frprfeer it off) Jgga a1 T 16 wa<d, 2015 F7 AT a1 6841 a5k H
e +HRere +Affdmw efRfeae 5 o ST 294 wESET i g § Foiw T g A
AR I 0 3T T Tiaftg e st Freprier #i of;

3T, IFT TS T F Haferd e Ari=rert SHT g2 9% o= ¥ FT=wreli & 97 &7 9 & e &
AR 139 F % AT AR F AFA 1T I=adH ATATAT &l AR il T HI3iT AT I=aa¥ A1
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2017 it THUAN(HT) . 7061 [WRT §9 T4 Few (¥ Ud 7+9] ¥ 3Igqq 2017 & e s
T, 22972 ® qirE 15 fREaw, 2017 &7 XU oo+ fviw & a8 Aaea< o g & 294 TwReErt & 7 F2
THRSTHT THERTT A5l g TAT 39 T TG L T ATTH AT U &

3T, 9IS RIS % SMeY 9% Feald 83 9q¢ ¢ [ 0 TRl § Iqiae saadi & fils
Frfrcd T e 981 2 i s +AfRerie +ARRaw srffee  TwSET 1 TR 79T *
fore St quf ST F9rex 2;

dq: A, FealT GLRTE, AW T TaTe= qrad’ orfafaaw, 1940 (1940 1 23), Ft &=T 26%F FIT
Tacd TRAl T TART FXd U ST a1E il ERITell # e 9% UAEgnT (Aeraed siofer &1 Eewars
farfawmtor, R siw e it s § acke yama & yiafvg w3t 8-

T 3TN & 0 Arsaeh +arfRere +& e sefifrse & aftasor £ g gos
[T, &, T 11035/53/2014-STTHaFTHT (FTT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 197(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions.

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Ibuprofen + Paracetamol + Magnesium Trisilicate and accordingly, the Board at its 68" meeting held on 16"
February, 2015 recommended prohibition of FDC of Ibuprofen + Paracetamol + Magnesium Trisilicate considered as
irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Ibuprofen +
Paracetamol + Magnesium Trisilicate is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Ibuprofen + Paracetamol + Magnesium Trisilicate for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K BHANDARI, Jt. Secy.
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st
7% feeett, 11 st=ad, 2019

1.3, 198(3r).—Awfer ST yore arRft =W, 1945 % 9w 1228 % 417 9feq, siufyr i
TETE AT sterfEaw, 1940 (1940 7 23) &t &=y 33T & o1efiw, *. §. 4 -146 /2007 - =7 #1, ai=
28 TaFa¥ 2007 Frer @t TSt 3T T TeAEt F swwfyr feset grer 294 e attggor (G zed
THE THTA T SF 1 Fgl AT 8) | Gatedq sqaraar, g sirofer qgrag=r (A1q) F AqHad & &7 S
TR T o, 1 T FA & e ST R w3 et # 3g e § Re G F qreaw ' e
2 TS off TAT I SF AT F I (el | Faieera a6 FrAAT2 a1 9¢ Ueh T &t off;

3IY 37T T2 T AT T el aATghe are (B THH T8 THTq a1 &gl AT 8) T fa=r
AT AT 37 AT T2 3= F7d & TATG a7 7 7 TRSHT il ThenTaar i LT i TLrer Fii & e uF
IT-FHT F71 T T o,

A, su-afEfa 7 AfFaEr St qaur quremeRt ® Jrg oy # guT-a9T 9T s hir e
fee doat ¥ = uwSET i whar i off Tu7 A9afRE + Ay F USRS FT FHTd e o o
ferprfRer &7 off1 EgaR J1€ T 16 F2adl, 2015 &7 AT AT 68FT do% § AAART + FeqNaw +
TS T ST 294 THETHET T AT H I TT & HT ATHETT AT g0 IH T T 65 FLe il FEenrieer i off;

AT, IFT THS T F Hafed e Ari=err SHT g2 9% =7 ¥ FT=ewreli & 97 &7 9 & diaen &
AR 139 F % AT AR & AT I=adH ATATAT &l AR Al T HI3iT AT Ioaaq¥ A1
2017 &t THUAT(HT) . 7061 [WRT &9 a9 FeA ((¥de Ud 7+9] ¥ 3gqq 2017 & e s
T, 22972 # qr@ 15 fewwaw, 2017 &1 RU s+ fviw # a2 7a=a o g & 204 UHel & & F2
THRSTHT THERTT AGl g TAT 39 T TG e T ATTH AT U &

AT, aE A RIS & Mg I FeaT aeEe 9q¢ ¢ 6 39 URSHT § aedfas sEaaal #7 e
Rt e 98T 8 3T AR + AATSIed F URS T H7 ITANT HAF & o7 s I g1 S97eF

I A, FealT GLRE, AW T Tare= areadt orfarfaaw, 1940 (1940 =1 23), &t &=T 26%F FIT
TEed ARRAT HT TART Fd g0 olIT Al l THRIie & e 9% Uqagy Mefatead siuter w1 foewary
farfawmtor, R siw fAawor it s § acke yara & wfafvg F#dt 8-

T 3TN & 70 AR + sewrstieas & qear it Faa gas”

[T, /. T 11035/53/2014-STOHFTHT (FIT-110)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 198(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28™ November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Mebeverine + Alprazolam and accordingly, the Board at its 68" meeting held on 16™ February, 2015 recommended
prohibition of FDC of Mebeverine + Alprazolam considered as irrational, which appeared in the list of 294 FDCs;
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And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Mebeverine +
Alprazolam is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Mebeverine + Alprazolam for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]

Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
T2 faeett, 11 STa, 2019

HT.AT. 199(37). —ATwfer 3T womee areydT =9, 1945 & fF=w 122z & 9 ufeq , wfy $iw
TETE AT starfEaw, 1940 (1940 7 23) &t &=y 33T  o1efiw, #. €. 4 -146 /2007 - =7 =1, ai=
28 TaFa¥ 2007 Frer @t TSt 3 T ToAEEt F swfyr fesent grer 294 gy attggor (G g
THH THTA U Sf {1 Fgl AT ) | gatedq sAqaraar, e sirofer qgrag= (A1) F AqHE & &1 S
TR 1T o, 1 T FA & e ST R w3 et # 3g e § Re Gl F qreaw ' e
2 T2 oA TAT I 3G FATATAT 7 I Aot T gafeerd quft wrdarRat 9% T o & of;

3IY 37T T2 T AT T el aATghe are (B THH T8 THTq d1€ &gl AT 8) g7 fa=r &
AT 9T 3T AT 2 =1 T o TATG A1 F 37 TRSTHT %0l TeheTadr i gLeAT i Ter FLd & (o0 THh
IT-afafa 1w fFar o

e, Iu-Atafa 7 BT dt qur qurenRt ® 9 9wl w7 99F-g9T 9T Ao it TS
o aoat ¥ =7 RSt 7 9T i off ToT ARETen R+ AW F UHRSHT T TH?T FA F
for fermrfer it ot aaa 91 7 16 FEay, 2015 FT AT AT 6831 SoF H ARIATATIAT+HAATHTE
AIAE F THESTHT ST 294 UHRSHT A AT § AT TU g AT TIHEd AEd g0 39 U2 gfafirg we 6
fororier & ot

AT, IFT THRS T F Hafed e Ari=rerr SHT g2 9¢ =7 ¥ JT=ewreli & 977 &7 9 & e &
A= 139 F o eI AT o AT I=adH ~ATATAT [ AT il s A 3T AT I=aq¥ FTATAT
2017 #T THUAT(ET) &. 7061 [FRT T I4H Few< WHee TF o7+F] & Igqq 2017 #i @ srfie
T, 22972 # qir@ 15 fewwaw, 2017 &1 RU s+ fviw # a2 Aa=aw o g & 204 UHherl & & F2
THSTHT THERTT AG1 g TAT 39 T TATUG el T ATTH AT I 2

AT, e AT RIS & Mg 9 FaT aeEe 9q¢ ¢ 6 39 URSHT § aedfas sEagdl #7 wle
Frfrc T siiferer 731 & 3T AT AT+REATHTET Hede & ThRSIEl H ITANT HA=E 6 o0 STred 07
ST H9TeT &
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I A, FealT GLRE, AW T Tare= arad’ orfafaaw, 1940 (1940 1 23), &t &7 26%F FIT
TEed ARRAT HT TART Fd gU ST Al i TRIel & e 9% Uqagy Mefatad siuter w1 fewary
farfawmtor, feer siv e it s § acke yama & giatvg F#dt 8-

“HTHE ITAN 6 70 AT HT+HEAATHTE HedE o FET0 6l Haq gas”

[T, &. T 11035/53/2014-STOHFTET (FIT-110)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 199(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time
in consultation with the manufacturers associations and stakeholders and recommended to discontinue the
FDC of Mecobalamin + Methenamine mandelate and accordingly, the Board at its 68" meeting held on
16™ February, 2015 recommended prohibition of FDC of Mecobalamin + Methenamine mandelate considered as
irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Mecobalamin +
Methenamine mandelate is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Mecobalamin + Methenamine mandelate for human use”.

[F. No. X. 11035/53/2014-DFQC (Pt.-1IT)]

Dr. MANDEEP K. BHANDARI, Jt. Secy.
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st
T2 faeett, 11 S9aT, 2019

1. 3. 200(3F).—MoTE T qoqTe= Gt Faw, 1945 F 9w 122 T % 91 ufsq, iufy 6w
TETA ATHIAT srfarfEE, 1940 (1940 T 23) #¥ 4y 33 T F 7efiH, WIL.H. 4 -146 /2007 - & HI, AEE
28 FFFET, 2007 FRT O 141 ST € TFLAT F AuY HIAhr gT 294 FAd g atewsr (e
TOH THE TATY UF S H1 Fgl TAT §) & FATeard AT, Sieg suter Fgriad=eh (9d) & AqHIGT & (o7
SITET FoRAT 19T T, T ¥ e o foaer S o 1o o) 3<% fReen & 3g =T ® e i & arveay &
FATH &F T AT TAT IF I AT 7 3% et T gafeua gt sranfEet av O awm a ef;

SIY 39T q T AT Tl AT ars (SE THH 8 THT d1 Fal AT &) T A= fhar
AT AT ST AT 9T AT T F THATG ATE 7 3 THSIET 0] TResTadr i et i Ter 3 & fow v
IT-ATHI T T3 fhaT o;

3T, SU-AfHfT 7 FREEr ¥ T9T LT F a9 9OHd wh GHT-98T 97 A A TS
fafee 9zl § =7 TRSET i 7T i oA o7 AT + e + sTsareaiae & owSET A
qaTT FA & fow e i of aggaw 9 9 16 wadd, 2015 & A A9aAr 6847 9w H
AiconaaTiRe + Rfferie + srgargafae & uEdHT St 294 TESHT Fi T H F900 T F AT SAqhETT
AT g0 39 7¥ Ffaftg e &t frearfeer i of;

3T, 3%q URS T & "afea Re ari=rer I g2 97 w7 [ Ar=awrell & |79 &0 9% & Se6gr &
AT=e 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aq¥ ~FTATAT
2017 it TEUALT(HT) 7. 7061 [AXT &9 I Fee? Hee Ua o= ¥ 3g9q 2017 i i srdier =.
22972 ¥ qrirE 15 faawaw, 2017 &1 fou sraq fAofr § 72 gaq=r fham 8 FF 294 vt & & g wwdiet
THET qol § TAT 39 T (TG FHLA AT ATTH AT STUTerd &

AT, e A RIS & Mg I FeaT aeEr 9q¢ ¢ 6 39 URSHT § awqiag sEaadl #7 s
Frfred T sfif=rea 72l 2 =i AicwnaaTad + e + seasanfaa & el w1 3T /19 & forg
ST QU7 gIHT 6977 ¢,

AA: NS, FealT TR, AT ST T AT rferam, 1940 (1940 1 23), F¥ 4m=T 26F FTT
TEcd ARRAT HT TART Fd g0 T aAle 6l RIel F e 9% UaggeT Mefated siuter &1 ward
farfawmtor, fer siv fAawr it s § acke yama & yiafvg #dt 8-

“HTE ITART 3 forw Aicanaatiae + fefAerer + ssarsantaT  aftasr & Faa gos”
[FT.5. T 11035/53/2014-F0wmge T (-1

NOTIFICATION
New Delhi, the 11" January, 2019

S.0. 200(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
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Norfloxacin + Tinidazole + Dicyclomine and accordingly, the Board at its 68" meeting held on 16™ February, 2015
recommended prohibition of FDC of Norfloxacin + Tinidazole + Dicyclomine considered as irrational, which appeared
in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Norfloxacin +
Tinidazole + Dicyclomine is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Norfloxacin + Tinidazole + Dicyclomine for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

FferEaT
7% feeett, 11 STy, 2019

1. AT, 201 (). —TTd 3T T Gt =9, 1945 & M99 122 ¥ % 419 ufsq , sufer 6w
TETA ATHIAT sfarfeEE, 1940 (1940 T 23) #¥ 4Ty 33 @ F 7efiH, WIH. 4 -146 /2007 - = &I, aE
28 FFFEE, 2007 FRT O TSA1 ST € TN AGY HIAHT gT 294 FAd gk atewsr (e
THH THE THATI U S °T gl A7 8) H gateaa sqaraar, g rafer agrie==e () & SFqHIET & faar
ST oRAT 19T T, T T e o foeer S o 1o o 3<% R @ 3g AT ® e At & arveay
FATH &F T AT TAT IF IF ATATAT 7 3% et T gafeua gt sranfRet aw O awm & of;

3IY 39T qe T AT T ol AT are (S THH 8 THT a1 Fal AT &) T A=
AT AT ST AT I AT T F THATG ATE 7 37 THSIET 0] TResTadr i et i aer 3 & fow v
IT-FHT F71 W7 T o,

A, su-aEfa 7 AfFatar St qur quremeRt ® Jrg oyt # guT-a9T 9T s hir TS
B Joat ¥ =7 uwSE it wler f1 off qur a7 Rrwier f oft fF e + RfRewne +
ANUTHTIE T THRSTHT TTHRENT g AT IH THT F o o0 GgHd off | T 91 T 16 wa<t, 2015 F¥
AT STt 68T T2 H ARG + feRe™ie + FTwEe F TR ST 294 THSEHT 6 g= 1 |
FTT (T g Tl ATHET AT gU 39 I¥ Ttz F At [Foprier & of;

ST, IFT THS T F HATed e AT=eRT SHT g2 97 31+ X ATToR1el % 97 1 9T % S1aemT 6
AT=e 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aq¥ ~FTATAT
2017 T THUAT(HT) 7. 7061 [AT &9 IAH Fee? HHee UTa o= ¥ 3g9q 2017 it [ erdier =.
22972 ¥ qrirg 15 faawaw, 2017 &1 fou sraq fAofr § 72 aaq=r fham 8 ©F 294 vt & & $mg wwdiet
THET qol § TIT 39 T (A5 FA AT ATTH AT STUTerd &

AT, dE AT RIS & Mg 9 FwaT aeEr 9q¢ ¢ 6 39 URSHT § awdias s&agdl #7 wle
fenatT siiferer 78t 8 sfiT AiwenaaTa + Rffemie + duowEe & TRSET &7 STIR 999 & o
EUEER UGt

Aq: A, FealT GLRIE, AT T ToTaT qaradt dfaf==am,1940 (1940 =1 23), FT 9= 26%F FIT
TEed ARRAT HT TART Fd gU T aAlE il THRIel F e 9% Uaggel Meafated siuter &1 Ewars
farfawtor, feer siv fAawr it s § acke yara & yiafvg w3t 8-
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“HIE 3T & fory Aiceneartas + fefaemne + anawme = aftasr i faa g
[T . T 11035/53/2014-ST0sergelt (Am-l11)]
NOTIFICATION

New Delhi, the 11th January, 2019

S.0. 201(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28th November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Norfloxacin +
Tinidazole + Loperamide is absurd and agreed to discontinue and accordingly, the Board at its 68th meeting held on
16th February, 2015 recommended prohibition of FDC of Norfloxacin + Tinidazole + Loperamide considered as
irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15th December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India versus Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not
rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Norfloxacin +
Tinidazole + Loperamide is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Norfloxacin + Tinidazole + Loperamide for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-111)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

st
7% feeett, 11 ST9ast, 2019

1. AT, 202(3).—ATTTd 3T T Gt =9, 1945 & A99w 122 ¥ & 419 ufsq , sufer &w
TaTe AT srferfeaw, 1940 (1940 1 23) Y =T 33 T F 31l ®1.H. 4 -146 /2007 - ¥ #, @
28 FFFEE, 2007 FT 9T TST1 T €F LA F A0S FEEHt gy 294 Fud g atrwsr (G
THH THE THTG U S1 8l gl A7 8) H gateaa sqaraar, g srafer agii=a=e (9d) & STqHIET & faar
ST oRAT 19T T, T T e o foeer S o 1o o) 3<% R @ 3g AT ® e At & arveay
FATAT & T2 T TAT I 3g ~FATATAT o I (M0l F T Teerd Tt FIAATGAT I e o907 &t off;

3T IFT L T AT Tohe Tl TR are (R 208 28 TATq a1 Fgl 747 ) T fa=me
AT 9T S{I¥ JTH 9T A= FT o6 TATG A1 F 59 TRS T ol TeheTadl Sl GLET sl Tl FL & (o7 U
IY-Tfuf =1 T+ R o,
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e, Sw-afafa 7 fBfREtar @) Tom quamE F A oEe w7 q9T-a8T 9% AT i T
e St & = wRSET i 7hear i off TuT atveaRedH + dfRerne F vESER #r TuT w7 F o
frrier 7 off| TEIER A% T 16 LA, 2015 F AT =T 6841 T2 H A9 + duftem i
F TS IHT ST 294 THESTHT sl AT H FATT T g I TTHET AT g0 37 T FiAforg e it frewrfer £
o,

AT, IFT THS T § Hafed e Ari=err SHT g2 9% o= ¥ JT=wreli & 97 &7 9 & e &
ATo2 139 & o AT WA F AT I=adH ATATAT I FTRA 0l T & ST AT I=aaqd AT
2017 T THUACT(HT) &. 7061 [AT §9 FTH FEe< ((Hce Ta o] § 3g9a 2017 & F&faer srfter 4.
22972 % arirg 15 femwax, 2017 &7 AU sro+ i & a7 Aaerw oham g 16 294 TSR & & 5 Uwe e
THENT Al & TAT 39 9L TG FA AT ATTH T TUTET 2

3T, 91 RIS % oMe 9% Frxld 93K 9q¢ ¢ [ =0 TRl § qiae s@aadi & fils
Rt sfiferer 71 8 T A9l + SIfRe™ie F TRSTE! &1 ITAN 7T & (o SIeH 07 geT
T 2

dq: A, FealT TLRIL, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT
Tacd QTRAl T TART Fd g0 3 aI€ il Il & e 9% Uaggn Metated sretd #7 Fwared
fafawtor, e =i faawor it swfgad # aokre g & gfafug Fd 2-

“HTE ITANT & 0 Aeeed + TfRerie & aivasor £ Faa gas’

[®1.%. TFT 11035/53/2014-ST0FFTHT (ATT-111)]
NOTIFICATION

New Delhi, the 11th January, 2019

S.0. 202(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Ondansetron + Paracetamol and accordingly, the Board at its 68" meeting held on 16™ February, 2015 recommended
prohibition of FDC of Ondansetron + Paracetamol considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Ondansetron +
Paracetamol is likely to involve risk to human beings;
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Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Ondansetron + Paracetamol for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

FferEaT
7% feeett, 11 STast, 2019

1. AT 203(37).—ATTfer i y=Te arRl f=m, 1945 F f=w 122 3 & 919 9fsa , oiofy i
TaTe AT srferfaw, 1940 (1940 1 23) Y a7 33 T F 31l ®1.H. 4 -146 /2007 - =¥ M, @
28 FFFEE, 2007 FT O TSA1 T €F LA F AT FEEHt gy 294 Fud gaw atrwsr (G
THH THH THTA U SF 4T gl AT 8) ¥ FA(eerd SAqaArai, Sivg Srafer agraa=ih (9d) & AqHET & 6T
ST ToRAT 19T T, T T e o fAeer S o 1o o 3<% R @ 3g AT § e At & arveay
FATAT & T2 T TAT I 3g ~ATATAT o I (Ml § FATeerd Tl HIAATGAT T€ e o907 & off;

ST 3T 2 T AT Tahe et dargaht are (S T0H 386 TAT a1 Fal T47 g) FT &A=
AT AT ST AT I AT T F TATG ATE 7 3 RS IE 0l TResTadr i et i aer 3 & forw v
IT-Tfuf =1 o R o,

I, su-afEfa 7 AfFatar St qur quemeRt ® Jrg oyt # guT-a9T 9T A hir TS
fee Soat o =7 uwSET Y aher A off qur dufferne + seeiey F URS T F q9Tea F#: o+ o
fererfier &1 off| TEEE T T 16 wXaT, 2015 T AT 9+T 68T T2 # ATFRAerw + sesTied &
TS T ST 294 THETHT T AT H ITY TT & HT ATHETT AT g0 IH T T 65 Feed il FEerieer 7 of;

T, IFT TS T F Hafed e Arf=err SHT g2 9% =7 ¥ JT=wreli & 97 &7 9 & diaen &
A= 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 T 37T AT I=aq¥ ~FTATAT
2017 T THUAC(HT) €. 7061 [AT §9 a0 FEe< ((¥ce Ua o] § 3g9a 2017 = i srfier 4.
22972 % arireg 15 femwax, 2017 &7 QU s+ i & a7 Aaerw o g 16 294 TSR & & Fg Uwe e
THENT Al & TAT 39 9T TG FA AT ATTH 7T FUTEd 2

ST, drE At RIS & M9 I Frald ava 9q¢ ¢ 4 39 TRl H waide s&agdal #7 s
et siferer 721 & 3T dfRer e + ASATSied o THRSIE &1 ITANT 79d & oIy S| qur ger
T 2

I A, FealT TLHIL, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT
TEed ARRAT HT TART Fd g0 T dATE 6l TRIel F e 9% Uaggel Mefated siuter &1 Eward
fafawtor, e =i faawor it safga # ackre g & gfafug Fd 2-

“HTE ITANT & o §fer e + oSty & qragr i Faa g

[F1.5. T 11035/53/2014-FT0wergw T (Ar-11)]
<t T ¥, sty Hopd A
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NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 203(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28th November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Paracetamol + Alprazolam and accordingly, the Board at its 68th meeting held on 16th February, 2015 recommended
prohibition of FDC of Paracetamol + Alprazolam considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15th December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Paracetamol +
Alprazolam is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose of combination of Paracetamol + Alprazolam for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

st
7% feeett, 11 STasY, 2019

1. AT, 204(3).—TTTd Ty Gt =W, 1945 & M99 122 ¥ % 419 ufsq , sufer &iw
TaTe AT srferfeaw, 1940 (1940 1 23) Y a7 33 T F 3l ®1.H. 4 -146 /2007 - =¥ I, @
28 FFFEE, 2007 FT 9T TSA1 T €F LA F A0S FEEHt gy 294 Fud g atrwsr (G
THH THE THTG U S H1 gl A7 8) H gateaa sqaraar, g srafer agri===e (9d) & SqHIET & faar
ST ToRAT 19T T, T T e o foeer S o o o 3<% R & 3g A ® e ArfenT & areay
FATAT & T2 T TIAT I 3g ~ATATAT o I (A0l § T Teerd Tt FIAATGAT I ek o907 & off;

3T IFT L T AT Tohe Tl TR are (B 208 28 TATq a7 Fgl 147 ) T fa=me
AT 9T ${I¥ ATH 9T A= FT o6 TATG A€ F 39 TRS T il TeheTadl Sl GLET sl Tl Fe & (o7 Uk
IY-Tfuf =1 T R o,

I, su-aEfa 7 AfFatEr St qur quemeRt ® Jrg oyt # guT-a9T 9T s hir TS
AT Joai § 7 URSTET it alrer i off A7 78 Frerter i o B taffere + seares St +
It + weafREiT + o + dftes tie Ifew + Iufenmfteds F1 Ut sara g
AT IH FATA FA & [0 qgqq 07 TR e 7 16 ®a<d, 2015 T ASa aAt 6847 Jo% &
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FReEme + sTgFas fifeaw + sifaafRfem + Fwafashs + fauene + dftes o aftew +
YRR tedst F TS ST 294 THRSER T T H AT T E T ATHEG AT gU IH I TG A
#¥ fRrmrier i of;

AT, IFT TS T § Hafed e Ari=rerT SHT g2 9% =7 ¥ FT=wreli & 97 &7 9 & e &
AR 139 & o ST A F AT I=adH ATATAT I FTRA 0l T & ST AT I=aqd A=A
2017 T TEUAT(HT) 7. 7061 [AXT &9 I Fee? Hee UTa o] ¥ 3g9a 2017 i = et =.
22972 % arirE 15 femwaw, 2017 &7 AU s+ i & a7 Aaer oham g 1 294 TSR & & 5 Uwe e
THENT Al & TAT 39 9T TG FA AT ATTH AT TUTET 2

AT, e AT RIS & Mg I FaT aeEe 9q¢ ¢ 6 39 URSHT § aediay sEaaar #7 we
e siifereg T80 € o uierie + STsaieq® qieqw + sHifEadiem + FaEgiedT +
Faune + wfdes e IREw + IuRenfeds F = 1 s aa F oo srfas oof g
AT &

Aq: A, FealT GLRIE, AT T ToTeT qaradt dfafa=m,1940 (1940 =1 23), & 9=T 26% FIT
TEcd ARRAT HT TART Fd g0 T dAle 6l THRIel F e 9% Uaggel Meafated siuter &1 Ewary
farfawmtor, ferer siv fAawr v s § aoke yama & giatvg #dt 8-

‘grEa 3T & for dafemer + srsrtas @iftaw + st + snwafeeia +
Faurie + dAffes e IRew + IaRenfteds & aftaor £ Faa gos

[FT.5. TFF 11035/53/2014-S0wmg T (-1
=% T ¥ ST, S A

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 204(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Paracetamol +
Diclofenac Sodium + Amoxicillin + Cloxacillin + Pantoprazole + Lactic Acid Bacillus + Serratiopeptidase is absurd
and agreed to discontinue and accordingly, the Board at its 68th meeting held on 16™ February, 2015 recommended
prohibition of FDC of Paracetamol + Diclofenac Sodium + Amoxicillin + Cloxacillin + Pantoprazole + Lactic Acid
Bacillus + Serratiopeptidase considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15th December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Paracetamol +
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Diclofenac Sodium + Amoxicillin + Cloxacillin + Pantoprazole + Lactic Acid Bacillus + Serratiopeptidase is likely
to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Paracetamol + Diclofenac Sodium + Amoxicillin + Cloxacillin + Pantoprazole +
Lactic Acid Bacillus + Serratiopeptidase for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K BHANDARYI, Jt. Secy.

st
T2 faeett, 11 S9aT, 2019

1. . 205(37).—ATTfer i yoTee arRft fF=m, 1945 % 9w 122 3 & a1 9fsq, oiofy i
TaTe AT srferfaw, 1940 (1940 1 23) Y =T 33 T F 31l ®1.H. 4 -146 /2007 - =¥ W, @
28 qawaY, 2007 FRT AT TAT ST T ATk awter At g 294 fFud grw aftwsr (e
THH THH THTA U SF HT gl AT 8) ¥ FA(eerd SAqaAradi, g srafer agraa=rh (9d) & AqHET & &1
ST oRAT 19T T, T T e o foeer S o 1o o 3<% Rt @ 3g AT ® e At & arveay '
FATAT & T2 T TAT I 3g ~ATATAT o I (M0 F FATeerd Tl HIAATGAT T e o907 & off;

ST 3T 2 T AT Tahe et dargahte are (S T0H 38 TAT a1 Fal T47 g) FT A= far
AT AT ST AT I AT T F TATG ATE 7 37 RS IET 0] TResTadr i et i aer 3 & forw v
IT-TfufT =1 T+ R o,

e, IT-Afa 7 fEAfFwTar St 9T quremeRt F 9 9wl #F qHI-g9T 9T AT i TS
TS Sl § =7 THRSHT it 9t & off auT 7 Freerter £ of & dffemie + seaeas aifead +
Fhfaw crfRfere + ch AR afee w1 TRSHET stasaTd § T9T IH q9T F & (o0 dgad o
TIAET a1 T 16 FLa<t, 2015 & Ao Aot 6847 Jo # dOferid + STEaehas qifeqw +
e crrfaferre + s Afele & THESET S 294 THESET i g= § zgTU U E A A
AT g0 39 a¥ gfafug e it frrfeer i of;

3T, 3% URS T & "afea Re ari=rer I g2 9¢ o7 [ Arf=ewrell & |79 &0 9% & S6gr &
AT=eE 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 T 37T AT I=aq¥ FTATAT
2017 T THUACT(HT) . 7061 [AT §9 FTH FEe< ((¥de Ua o] § 3g9a 2017 & i srfter 4.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U s+ i & a7 Aaea 6 § 1 294 TREET & § Fg The el
THET qol § TAT 39 T (TG FHA AT ATTH AT STUTerd &

ST, drE it RIS & Mg T Fvald aea 9q¢ g 6 39 TRl § saide sagal &1 il
et siferer 7=l 2 3T dafRemie + sTeaes aifeaw + s grfftee + e
HferQe % THRSHET &1 ITANT A o o0 ST quf T §977 &,

AA: NS, FealT TR, AT ST T AT rfer=am, 1940 (1940 =1 23), F¥ 4T 26F FTT

TEcd ARRAT HT TART Fd g0 T Al 6l THRIel F e 9% UaggeT Mefated siuter &1 Ewars
fafamtor, faskr sie faeor &t safea § qora yame & wiafug w0 8-
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“HTEE ITART & o dafemie + sgaeas aifeaw + ffifdew g + Fceia@e
Aferde F afersr £ g g

[®T.5. T 11035/53/2014-ST0FagE= T (ATT-11)]
NOTIFICATION

New Delhi, the 11th January, 2019

S.0. 205(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions.

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Paracetamol +
Diclofenac sodium + Magnesium Trisilicate + Chlorpheniramine Maleate is absurd and agreed to discontinue and
accordingly, the Board at its 68™ meeting held on 16™ February, 2015 recommended prohibition of FDC of Paracetamol
+ Diclofenac sodium + Magnesium Trisilicate + Chlorpheniramine Maleate considered as irrational, which appeared
in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of Board, the Central Government is satisfied that there is no
therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Paracetamol +
Diclofenac sodium + Magnesium Trisilicate + Chlorpheniramine Maleate is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Paracetamol + Diclofenac sodium + Magnesium Trisilicate +
Chlorpheniramine Maleate for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K BHANDARYI, Jt. Secy.

FferET
7% feeett, 11 STwasY, 2019

1. AT 206(37).—ATTfr i JaTee arRft 7w, 1945 % F=w 122 3 & 919 9fsa, oiofd i
TaTe AT srferfaw, 1940 (1940 1 23) Y a7 33 T o 31l ®1.H. 4 -146 /2007 - =¥ M, @
28 FFFEE, 2007 FT 9T TSA1 S €F LA F A0 FEEHr gy 294 Fud g atrwsr (G
THH THE THTG U S Hl gl A7 8)  gateaa sqaraar, g srafer agii=a=e (9d) & SFqHIET & faar
ST oRAT 19T T, 1 T e o foeer S R o o 3<% R @ 3g AT ® e At & arveay '
FATAT & T2 T TIAT I 3g ATATAT o I (Ml F T Teerd Tt HIAATGAT I e o907 & off;
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3IY 37T T2 T AT T et aArghe are (B THH T8 THTq a1 &gl AT 8) T fa=r
AT 9T ¥ ATH 9T A= FT o6 TATG A€ o 39 TRS T ol TeheTadl Sl GET sl Tl FLe & (o7 Uk
IT-FHHT F71 T T o,

e, Sw-afafa 7 fBAfREiar @) Tom g F A Oae w7 q9T-a8T 9% AT i T
oo aoat § =7 uwdR &t aftear & off o daReme + fEteT + SRR F vwESET #ir
T F & o e &t off) 9gqa® a1 9 16 ®add, 2015 & A o+t 68T do% &
FfReEriier + FEMT + FAEINRARET F THESHT ST 294 THSHT it T H F91T0 0§ AT AT
AT g0 39 T¥ Fiaftg e &t frearfeer i of;

ST, IFT THS T F HaTed e AT=eRT SHT g2 97 31+ ¥ ATTOR1el 6 97 1 AT 6 S1aemT 6
AT=e 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aaq¥ ~FTATAT
2017 Y THUAC(HT) &. 7061 [AT §9 a0 FEe? ((Hce Ua o] § 3g9a 2017 = Ffaer srfter 4.

22972 % arirE 15 femwa, 2017 &7 AU spo+ i & a7 Aaerw oham g 16 294 TSR & & F5 Uwe el
THEIT TGl & TIT 39 I¥ TAg FTA AT AT9] AT AT 2

ST, dre At RIS & Mg I Frald ava 9q¢ ¢ 6 39 TRl H wqide sagdal &7 s
Rt siferea 71 g oY SRrfRere + FIEeT + ST R F THS T T STINT 74 & (0
STITEH QU7 gIET §977 &,

A NS, FealT TR, AT ST T AT rferfaam, 1940 (1940 =1 23), F¥ 4T 26F FTT
TEed ARRAT HT TART Fd g0 T dAlE 6l TAHRIel F e 9% UaggeT Mefated siuter &1 Eward
fafawtor, e =i faawor it swfga # ackte g9 & gfafug Fd 2-

“HTEE ITANT & o0 §iRerne + ST + ST & qrea=9 & Faq ga”
[T, T 11035/53/2014-STuserget (Am-l11)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 206(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28th November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Paracetamol + Ketoprofen + Dextropropoxyphene and accordingly, the Board at its 68" meeting held on 16"
February, 2015 recommended prohibition of FDC of Paracetamol + Ketoprofen + Dextropropoxyphene considered as
irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;



[ 91T -8 3(ii) ] YR AT TS ¢ SR 39

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Paracetamol +
Ketoprofen + Dextropropoxyphene is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose of combination of Paracetamol + Ketoprofen + Dextropropoxyphene for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-1II)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

st
T2 faeett, 11 SadT, 2019

1. AT 207(37).—Awfer i y=Tee arRft 9w, 1945 % F=m 122 3 % 919 9fsa, oiofy i
TETeaE AT stfearfaas, 1940 (1940 1 23) ¥ =T 33 T F 31+, ®1.H. 4 -146 /2007 - 3 #, 4w
28 qawaY, 2007 FRT AT TAT ST T TSASAT ok aute At g 294 Fud grw aftwsr (e
THH THH THTG U SF 4T gl AT 8) ¥ A(eerd SAqaArai, Sivg srafer agraa=i (9d) & AqHET & &1
ST Rt T o, & w7 A & e S R o o= e @ 5y e § Re e areaw '
FATAT &1 T2 T TAT I Ig ~ATATAT o I (Al & Fafeerd Tt FIAATEAT T 10 AT & o,

ST 3T 2 TX OIS Tl dargaht are (S T0H 38 TAT a1 Fal T47 g) FRT A=
AT AT ST AT I AT T F TATG ATE 7 37 THSTET 0] TResTadr i et i aer 3 & forw v
IY-Tfuf =1 T+ R o,

s, ST-Afata 7 AfFETar ST aur queTeERt F JT uRrEe wh aHT-99T 9T A 6 e
Bt ot § =7 UwET f 7y #i off Tur WRERT + srgamnfae + RafefRaw srde F R
T AT FA & Torg fAwreer i o) a8 a1 7 16 w2, 2015 &0 Ao ot 6847 SoF §
WRfeT + emrrnfe + fRaRRaw fade F e+ 7 294 tESRER f = # zatw U g
AR I 0 3T T Tiaftg e st Freprier #iv of;

3T, IFT THRS T F Hated e Arf=err SHT g2 9¢ o= T FT=ewreli & 97 &7 9 & diaen &
A= 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 T 37T AT I=aq¥ ~FTATAT
2017 T THUALT(HT) &. 7061 [AT §9 FTH FEe< ((¥ce Ua o] | 3g9a 2017 & F&fae srfier 4.

22972 % arirg 15 femwa, 2017 &7 f&u s+ i & a7 Aaer oham g 1 294 TSR & & Fg Uwe e
TRETT Al g TIT I IL AT TG FLA AT ATTH AT STUTEAT 2

3T, are it RIS & Mg T Frald aeF 9q¢ § 6 39 TRl H§ swaide sEagal &1 s
Rt sy Agt 2 o WAfefe + samanfae + fRafefaw swse & uwdiet 1 s /e *
foru Sifem ot AT 59Tey 8

dq: A, FealT TLRIL, A T ToTeT ATy Afafa=m, 1940 (1940 1 23), FT 9=T 26%F FIT

Tacd QTRAl T TART FXd g0 3T aI€ il Rl 6 e 9% Uaggn Metated sretd &7 Fwared
fafamtor, faskr sie faeor &t safea § qora yame & wiafug w0 8-
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“HTEE 39N & o IR + sgmernta + R swrde * aftasw & g o=

[FT.5. T 11035/53/2014-STUwagd= T (ATT-11)]
NOTIFICATION

New Delhi, the 11th January, 2019

S.0. 207(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended to discontinue the FDC of
Ranitidine + Dicyclomine + Clidinium Bromide and accordingly, the Board at its 68" meeting held on 16™ February,
2015 recommended prohibition of FDC of Ranitidine + Dicyclomine + Clidinium Bromide considered as irrational,
which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Ranitidine +
Dicyclomine + Clidinium Bromide is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Ranitidine + Dicyclomine + Clidinium Bromide for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-1II)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

st
7% feeett, 11 STasY, 2019

1. AT, 208(3).—TTTd 3T JHTe= Rt =\, 1945 & M99 122 ¥ % 41 ufsq , sufer &w
TETeE AT stfearfas, 1940 (1940 7 23) ¥ a7 33 T F 31+, H1.H. 4 -146 /2007 - ¥ #, g
28 FFFEE, 2007 FT 9T TSA1 T €F LA F A0 FEEHT gy 294 Fud g atrwsr (G
THH THE THTG U S H1 gl A7 8)  gateaa sqaraar, g srafer agri=a=e (9d) & STqHIaET & faar
ST Rt 3T o, i w7 e & e S R oo 3<% e @ g e § R e areaw i
FATAT &1 T2 AT TAT I Ig ~ATATAT o I (Al & Faeerd Tt FIAATEAT T 10 AT & o,
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3IY 37T T2 T AT T et aArghe are (B THH T8 THTq a1 Fal AT 8) T fa=r
AT 9T ${I¥ JTH 9T A= FT o6 TATG A€ F 39 TRS T ol TeheTadl Sl GLET sl Tl FL & (o7 Uk
IT-Tfafa &7 T R o

I, su-afEfa 7 AfFaar St qur quemeRt F Jra aowet # guT-a9T 9T A hir e
= SoFl & =7 TRSHET & airer & O qur a8 e 1 off B @R + amwsne w7 e
AAHENT § TAT IH THTA FA 6 (70 TgAd AT T arE 7 16 FLar, 2015 Fl AT I+ 68T
Jom | IR + AN F THSTHT ST 294 TRSHT i AT § TATT TU & Tl AqHET AT g0 IT TT
wfafog w &t Rrwrfer & of;

3T, 3% TR T & "afea Re ari=rer I g2 9¥ o+F R Arf=ewrel & |79 &0 9%a & S6ge &
A= 139 F o eI AT F AR SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aaq¥ FTATAT
2017 Y THUACT(HT) &. 7061 [AT §9 FTH FEe? ((¥ce Ua o] § 3ga 2017 & F&faer srfier 4.
22972 ¥ qrirE 15 fegwaw, 2017 &1 f&U s+ i & a7 Aaea 6 § T 294 THEET & § Fg The el
THET qol § TAT 39 T (A T0G FA AT ATTH AT STUTerd &

ST, are At RIS & Mg T Frald aea 9q¢ ¢ 4 39 TRl § wqide s&agdal #7 s
et siferca 51 § ol IR + sfwne F TwRETE &7 STINT 7194 & o0 S{ries qof T S97e
&

qA: NS, FealT TR, AT ST T AT rferfam, 1940 (1940 =1 23), F¥ 4T 26F FTT
TEed ARRAT HT TART Fd gU T Al 6l THRIel F e 9% UaggeT Meafafed siuter &1 Ewars
farfawmtor, feer siv fAawr it s § acre yama & yfatvg #dt 8-

“HHE ITAN & forg IR + S & ateas & Faa g

[FT.5. T 11035/53/2014-F0wmgw T (-1
=% T ¥ ST, S A

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 208(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Ranitidine +
Omeprazole is absurd and agreed to discontinue and accordingly, the Board at its 68th meeting held on 16" February,
2015 recommended prohibition of FDC of Ranitidine + Omeprazole considered as irrational, which appeared in the list
of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has recommended that certain FDCs out of 294 FDCs are not rational
and are required to be prohibited or withdrawn;
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And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Ranitidine +
Omeprazole is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of the following drug with immediate effect:-

“Fixed dose combination of Ranitidine + Omeprazole for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

st
T2 faeett, 11 S9aT, 2019

1. AT 209(37).—ATTfer i yaTe arRft f7=m, 1945 & f=w 122 3 & a1 9fsq , oiofy i
TaTe AT srferfaw, 1940 (1940 1 23) Y =T 33 T F 31l ®1.H. 4 -146 /2007 - =¥ W, @
28 qawaY, 2007 FRT AT TAT ST w9 ToASAT ok ewter FEwt g 294 Fud grw aftwsr (e
THH THH THTG U SF AT gl TAT 8) ¥ FA(eerd SAqaAraai, Sivg SArafer agaa=rh (9d) & AqHET & &1
SITET 3R AT 19T T, 1 ¥ e o foeer S o 1o o 3<% R @ 3g AT ® e At & arveay
FATAT & T2 T TAT I 3g ATATAT o I (M0 § T Teerd Tl HIAATGAT T 0 o907 &t off;

ST 3T 2 T AT Tohe el Fargahte are (S T0H 38 TAT a1 Fal T4 §) FT A=
AT AT ST AT I AT T F TATG ATE 7 37 RS IET 0] TResTadr i et i aer 3 & forw v
IT-TfufT =1 T+ R o,

AT Sy-AHta T FAREEr ST 99T YT F w TOEs w6 GHI-aHT 97 Ao e
fe= Joat ¥ =7 TS i ghe i iz e 7 of B ufdfEe + sl ataee + e fig
F THRSTHT e e & aaesTg T8t §

1. uhhwtfae + S aigee + ffere fiw % TwSh it aeera J8t T @y #=iE SateE

Ftaere @i fofere = F1 aHFaar ST I & &9 1 /a7 St g,

2. AT AR | =T 3Ty A2l

ST AL I 7 16 LAY, 2015 Tl AR AT 6841 JoF & ufthwtfa + S ataee +
ferde fiw % TwdET ST 294 TESHERY it G H F9T0 U E FT SATHERT AT g0 3T U AfAfUg w A
fereRTier i off;

ST IFd UHRSIET § Hared e ATroRT IET {e T8 37T X A6l 6 919 il a6 Saend &
A= 139 F o eI AT F AHA T SoAqH ATATAT Fl AT 0l T2 T 37T AT I=aq¥ ~FTATAT

2017 Y THUACT(HT) &. 7061 [AT §9 a0 FEe< ((¥ce Ua o=4] ¥ 3g9a 2017 & F&faer srfier 4.
22972 % arirE 15 femwa, 2017 &7 f&u spo+ i & a7 Aaer oo g 1 294 TS & 7 F Uwe e
THEIT A1 & TAT 39 I¥ TAg FT AT AT9] AT FATET 25

3T, are At RIS & Mg I Frald aeE 9q¢ g 6 39 TRl H waide sagal &1 &l
rfenat siferer 721 8 & uhhwfas + s atgee + ffere fiw & TR &1 ST a9 & oo
ST QU7 gIET 6977 ¢,
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qA: NS, FealT TR, AT ST T AT rferfaam, 1940 (1940 =1 23), F¥ 4T 26F TTT
TEed ARRAT HT TART Fd gU T TS i TARIel F e 9% UaggeT Meafated siuter &1 fEwars
farfawmtor, feer siw fAawor it s § ackrer g9 & gfatvg #dt 8-

“HIE 3TN & o uiefas + st atgae + fWfere di % attasor & g
[T, T 11035/53/2014-STusergelt (Am-l11)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 209(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Acriflavine +
Gentian violet + Brilliant green is not rational due to following reasons:

1. FDC of Acriflavine + Gentian violet + Brilliant green is not found rational as Gentian violet and Brilliant green are
usually used as dye;

2. There is no scientific literature/justification available.

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Acriflavine + Gentian violet + Brilliant green considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Acriflavine +
Gentian violet + Brilliant green is likely to involve risk to human being;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Acriflavine + Gentian violet + Brilliant green for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

FferET
7% feeett, 11 STasY, 2019

1. AT, 210(3F).—TTTd T T Gt 7=, 1945 & A99w 122 ¥ % 419 ufsq , sufer &iw
TETeE AT stfearfaas, 1940 (1940 1 23) ¥ =T 33 T 31+, H1.H. 4 -146 /2007 - 3 #, 4w
28 FFFEE, 2007 FT 9T TSA1 S €F LA F A0 FEEht gy 294 Fud g atrwsr (G
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THH THF TATG UF ST € gl T97 8)  gafeaa sqaraat, e drafer agrfa==e (9ra) F rqured & f&ar
ST oRAT 19T T, T ¥ e o foaer S o o o 3% R @ 3g AT ® e At & aveay &
FATAT & T2 T TAT I 3g ~ATATAT o I (M F FATeerd Tl HIAATGAT T 06 o907 & off;

3IY 39T qe T AT Tl AT are (S THH 8 THTq d1 Fal AT 8) g7 A= fHar
AT AT ST AT I AT T F TAT ATE 7 3 RS IET 0] TResTadr i et i aer 3 & fou v
IT-ATH{T T T BT o

e sy-afafy F BfAutar @t qur qoraTet F ary 9wl w6 gHT-98T 97 A fi TS
Afee dot & = uwS T fi gl di & A fi off F uaade + R + Refw g + &%
HFATEE T THETHT T Aal & FA(1h =H THSTHT 6 967 | &g AT I S1eT / Aligd ITAsd T8 &,

SIY TELET A1E 7 16 HLatt, 2015 Tl SIS T 6897 Jo% & waAAerEd + fearae + fRefaw
T + i aifFamee F TRSHET ST 294 UHESTHT T AT H I AU E AT SATHETT AT g0 39 U IfA(F
T ot FAreTer i off:

T 3Fd UHRSIET & Hafad e FT=ent IE qg T 977 ¥ ATT=w1el o a1 T 91a & SidemT &
AR 139 & & ST WA F AT I=adH ATATAT I FTRA 0l T & ST AT I=aqq A=A

2017 T THUAT(HT) 7. 7061 [AT &9 I Fee? Hee UTa o+ ¥ 3g9a 2017 i = srdier =.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U s+ i & a7 Aaea 6 § % 294 TREET & § Fg The el
TRETT Al g AT I IL AT FLA AT ATTH AT STUTEAT 2

AT, e A RIS & Mg 9 FeaT aeEr 9q¢ ¢ 6 39 URSHT § aeqias s&aaal #7 wle
Frferc T siferer 721 & ST uavers + feaan + faerfm 1 + i siiwamee F TR 1 SR a9 &
o STfas ot gMT ST ¢

dT: A, FealT TR, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT
Tacd QTRAl T TART FXd g0 S aI€ il Il 6 e 9% Uaggn Metated arotd &7 Fwares
farfawtor, R siv fAawor it s § aore yama & yiafvg w3t 8-

AT 3T & 0 wemers + feammas + Rerfae 1 + i sitearse & gt fi faa gas)

[T, T 11035/53/2014-Feergeft (w-11)]
=% T ¥ ST, S A

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 210(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Allantoin +
Triclosan + Vitamin E + Zinc Oxide is not rational as there is no adequate scientific data/literature in support of the
combination;
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And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Allantoin + Triclosan + Vitamin E + Zinc Oxide considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Allantoin +
Triclosan + Vitamin E + Zinc Oxide is likely to involve risk to human being;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Allantoin + Triclosan + Vitamin E + Zinc Oxide for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

FferEaT
7% feeett, 11 STy, 2019

1. AT, 211(37).—Awfer i y=Te= arRfi 7w, 1945 % F=w 122 3 % 919 9fsa |, oiofd i
TETEE AR AfAHEE, 1940 (1940 7 23) &t amer 33 @ & i+, W1, €. 4 -146 /2007 - v Y, @
28 FFFEE, 2007 FT O TSA1 T €F LA F AT FEEHt gy 294 Fud gaw atrwsr (G

THH THF TAT UF ST € gl T97 8) | gateaa sqaraat, e drafer agrfas=e (9ra) F rqured & f&ar
ST Rt 73T o, i w7 e o e S R o o= e @ 5g ey § Re e F areaw '
FATAT & T2 T TIAT I 3g ~ATATAT o I (A0l § FATeerd Tl FIAATGAT I T o907 & off;

3IY 37T T2 T AT T et aArghe are (e THH T8 THTq a1 &gl AT 8) T fa= &
AT 9T S{I¥ JTH 9T A= FT o6 TATG A€ F 39 TRS T il TeheTadl Sl GET sl Tl FL & (o7 U
IT-afafa 1w fFar o

v su-gfufa 7 BfRatar e qur Tyt F AT s Fh a9I-g9T U AN A TS
fe= ot ¥ =7 TSR i 7her £ fiw e i off B veomaEe + ffafiw € + Sfear asaafe
T UHS [ET TFETT T8l & FAI R 30 ThSIET & 97 & s f¥ I5rfae =rar / anfeer suerey 781 2;

T qEIATE A T 16 FEALT, 2015 FT AT AT 68T Fok § wemereT + Fefaw € +
SRaferar ardaaRe F TS ST 294 TESER i g=T § F97U MU § AT TR AT g0 39 9 IfAfg
F F FRrewrrer & off;

ST IFd UHRSIET & HaTed e ATM=RT IET {e U2 37T X ATTEE18T & a1 il A1 6 Saend &
A= 139 F o eI AT F AHA T SoAqH ATATAT Fl AT 0l T2 T 37T AT I=aq¥ ~FTATAT o

2017 Y THUALT(HT) &. 7061 [AT §9 FTH FEeT ((¥ce Ua =] ¥ 3g9a 2017 & F&faer srfier 4.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U srow i & a7 Aaea (6 § 6 294 THEET & § Fg The el
THEIT TGl & TIT I I¥ TAg FT AT ATI] AT FATET 2

3T, are it RIS & Mg T Fvald aea 9q¢ § 6 39 TRl H§ waide sagal &1 s
rferc siifec 421 8 o uamerss + fRarfim € + Sfferr ardawRg & vwS T &1 STaer ame & oo
STTfere quf g1 J977 €
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qA: NS, FealT TR, AT ST T AT rferfaam, 1940 (1940 =1 23), F¥ 4T 26F FTT
TEed ARRAT HT TART Fd gU S TS 6l THRIel F e 9% UaggeT Meafafed siuter &1 Ewary
fafawtor, e =i faawor it smfgad # aokte g & gfafug F 2

“HE ITAN & o7 wadere + fRef@m € + St agaate & afewsr fi Fea g |
[T, T 11035/53/2014-ST0wa# T (AT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 211(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Allantoin +
Vitamin E + Camellia Sinensis is not rational as there is no adequate scientific data/literature in support of the
combination;

And whereas, the Board at its 68" meeting held on 16" February, 2015recommended prohibition of FDC of
Allantoin + Vitamin E + Camellia Sinensis considered as irrational, which appeared in the list of 294 FDCs.

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn.

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Allantoin +
Vitamin E + Camellia Sinensis is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Allantoin + Vitamin E + Camellia Sinensis for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

st
T2 faeett, 11 SaT, 2019

1. AT, 212(3).—T(er T JaTe qrRfi ==, 1945 % = 122 g % ary 9feq, siofd i
TETE ATHIAT ST, 1940 (1940 =T 23) &t & 33 T & o7, H1. §. 4 -146 /2007 - T &1, a4@
28 FFFE, 2007 FRT O TSA1 ST € LT AGY HIAHT gT 294 FAd g atewsr (S
THH THE THTG U S H1 gl A7 8)  gateaa sqaraar, g srafer agri=a=e (9d) & STqHIET & faar
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ST Rt T o, @ w7 A & e S R o o= e @ 3y e § Re arfeer F areaw
FATAT &1 T2 T TIAT I 3g ~ATATAT o I (Ml § T Teerd Tl HIAATGAT T e o907 & off;

3IY 39T qe T AT e ol AT are (SE THH 8 THTq d1€ Fal AT 8) T A= fHhar
AT AT ST AT I AT T F TATG ATE 7 3 THSIET 0] TResTadr i et i Tt 3 & o v
IT-ATHT T T3 FhaT o;

e sy-afafy F BfAutar et qaur quraTet F 9y 9wl w6 g9g-98T 97 g fi TS
ffee doat ° 2 vwSEY Y adrear i i fRrwrier £ off G sdiaefes + e 3 & wliw 250 e
T THRSTHT ThERTT dgl § Fih 250 T &t &9 g | e 3 ®er Uf¥e & I & fow &g
rfrcreht are 951 81 faega A=m-famet & warq atmta 7 foarteer Bam & e -3-5E ufEe &1 250
f99IT % 97 FDCs Tohe Ta 781 2,

T GEIE 1€ 7 16 FLa<, 2015 & AT AqT 68T JoF H HASIATE T + AW 3 St
ufdre 250 fAuT % TESHET ST 294 THESTE i g § AT AU E T ATHEG AT gU IH I TG A
#¥ foremrfer v off;

ST IFd UHS IET § Hared e ATroRT IET {e U8 37T e ATEE1eT & 919 il A1 6 Sidend &
AR 139 & o ST TR % AT I=adH ATATAT I FTRA 0l T & ST AT I=aaqd A=A
2017 T THUACT(HT) €. 7061 [AT §9 a0 FEe< ((¥ee Ua o] | 3g9a 2017 & F&faer srfier 4.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U st i & a7 Aaea 6 § 6 294 THEET & § Fg The el
THENT qo! § TIT 39 T (TG FHA AT ATTH AT STUTerd &

AT, dE At RIS & g™ I FET aeE 89q¢ ¢ 6 39 URSHT § awdias sEaadar #i7 wle
el sfif=rer 921 8 3 AeRamefed + A 3 %t tie 250 fAvIT TR &7 379 7194 & o
STTer ol T §97e7 2;

dT: A, FealT TR, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9=T 26%F FIT
Tacd QThAl T TART FXd g0 S IS il Rl 6 e 9% Uaggn Metated srtd #7 Fward
fafawmtor, R siv fAawor v s § aore yama & yiafvg #dt 8-

“HIAE 3TN & o0 SEareefe + A 3 & ulie 250 & = afvasr it ffaa gaa |
1.5, T 11035/53/2014-F 0wt (-1

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 212(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Atorvastatin +
Omega 3 Fatty Acid 250mg is not rational as there is no therapeutic evidence for use of Omega-3-Fatty acid in low dose
of 250mg. After detailed deliberations the committee recommended that the FDCs with 250mg of omega-3-fatty acids is
not rational;
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And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Atorvastatin + Omega 3 Fatty Acid 250mg considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn.

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Atorvastatin +
Omega 3 Fatty Acid 250mg is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Atorvastatin + Omega 3 Fatty Acid 250mg for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

st
7% feeett, 11 STast, 2019

1. . 213(3H).—NOTS T qoqTe= Gt =99, 1945 F 9w 122 g % 91 ufsq, siufy 6w
TaTe AT oTfafAEm, 1940 (1940 7 23) &t &<y 33 T & o1efi+, . H. 4 -146 /2007 - v Y, aEE
28 FFFEE, 2007 FT 9T TSA1 T €F LA F A0 FEEHt gy 294 Fud gaw atrwsr (G
THH THE THTG U S HT gl A7 8) H gateaa sqaraar, g rafer agri=a=e (9d) & SFqHIET & faar
ST FoRAT 19T T, T TF e o foeer S o 1o o 3<% R & 3g AT ® e At & areay
FATAT & T2 T TIAT I 3g ~ATATAT o I (Al & FATeerd Tl HIAATGAT I e AT & off;

3T IFT L T AT Tohe Tl TATgHT are (S 208 28 TATq a1 Fgl 197 ) g fa=me
AT 9T S{I¥ ATH 9T A= FT o6 TATG A€ F 39 TRSHT il TeheTadT S GLET sl TeAT FLe & (o7 U
IT-FIHTT 7 T TR 4,

v swafata 7 AfFETar S|t qor gorTeRt F v et wOF gHT-aET 9T A i TS
At Joat § = RS 7 adrer it o e fi off F seraee + gfaeFRai w1 wRSE
THEMT Al & FIIh JESHAN Aqarad qgi gl FEe-Awd & vamq @ 7 fofe G & =g
THTH] THEI T €,

ST AT A1E 7 16 FZail, 2015 &7 A a1 6847 Jo% H sERaTeeted + FaehRAia
TRSTHT ST 294 THSTET sl AT H F9T T & Al AARETT AT §U 39 T TTA UG FleA il [RIRI1er 3t of;

T 3Fd THRSIET & Hafad e JT=ent IE qg T 977 ¥ AT=F1el 6 919 Rl A1a & Sidemd &
AT=e 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aq¥ ~FTATAT

2017 T THUACT(HT) &. 7061 [AT §9 JTH FEe< ((Hde Ua o] ¥ 3g9a 2017 =i F&faer srfier 4.
22972 % arirg 15 femwa, 2017 &7 f&u s+ i & a7 Aaerw o6 g 16 294 TSRt & & F5 Uwe e
TRETT A5l g AT I I¥ T TG FLA AT ATTH AT STUTEAT 2
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ST, are At RIS & Mg I Frald ava 9q¢ ¢ 4 39 TRl H wdide s&agdal #7 s
el siif=rer A5l 8 i Seaeefed + FR—THRAT F THSHT FT1 ITIRT A9 6 o7 STTHEH 07 27
Ty 2

dq: A, FealT TLHIL, AT T ToTeT ATy A=, 1940 (1940 =1 23), FT 9T=T 26%F FIT
Tacd QTRAl T TART FXd g0 T IS il R 6 e 9% Uaggn Metated srotd #7 Ewared
farfawmtor, feer siv fAawr v s § aoke yama & yiafvg #dt 8-

“HTE ITART & o0 AERareefe + gfaesRats  afrago i Faa gus |
[hT.5. T 11035/53/2014-F 0w (-1

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 213(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the
High Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Atorvastatin +
Ubidecarenone is not rational as Ubidecarenone has not been approved. After deliberations, committee recommended
that this FDC cannot be considered;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Atorvastatin + Ubidecarenone considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Atorvastatin +
Ubidecarenone is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Atorvastatin + Ubidecarenone for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-11I)]

Dr. MANDEEP K BHANDARI, Jt. Secy.
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st
T2 faeett, 11 S9aT, 2019

FL3AT. 214(3F).—ATe T TH T2 aredft 72w, 1945 % AW 122 ¥ % 9197 afsq, siofer i
TETEE AR AfAHEE, 1940 (1940 7 23) &t &mer 33 @ o1+, 1. €. 4 -146 /2007 - v Y, adE
28 qawaY, 2007 FRT AT TAT S T TeASAT ok awter At g 294 fFud grw aftwser (e
THH THH THTG U SF AT gl AT 8) ¥ FA=ed SAqaArai, Sivg srafer AgTaa=ih (91d) & AqHET % 6T
STTET oRAT 19T T, T T e o foeer S 3R o o 3<% R @ 3g AT ® e At & arveay
FATAT &1 T2 T TAT I Ig ~ATATAT o I (Al & Faeerd Tt FIAATEAT T 10 AT & o,

ST 3T 2 T AT Tahe el dargaht are (S T0H 386 TAT a1 Fal T47 §) FT A= fmar
AT AT ST AT I AT T F THATG ATE 7 37 RS TET 0] TResTadr i gLear i Tt 3 & fow v
IT-Tfuf =1 o+ R o,

A Sy-afafy T [fFwTar ¥ a9 IordTEt F 9T 9wl w7 gHT-g8T 97 AT #wi TS
fafe=T Joat & =7 TRSTHT & e it i frfer £ off o At + 9= 3t + Fgents oiRie
T URSHT THET Agl & (10 ATRFEH R AL-S(1a9 3 T 4 Hal FT g ATk FATIATAF TS FT el 1

& T 21 THITT FATLAT TR F q1er AT w1 FqgT qd T2t

Y TELE 1€ 7 16 wa<t, 2015 &7 AT 0T 6841 Jok § qAfhfaaw + awer IRk« +
FATGATS TRAT F THSET ST 294 THSRT T =T | 97T TU g FT AqheTd F9d g0 39 92 Iifog
e T FRreRTier T of;

ST IFd UHRS IET § Hared e ATMoRT IET {e U8 7T X A6l & 919 il A1d 6 Sidend &
AR 139 & & AT AT F AT I=adH ATATAT I FARA 0l T & ST AT I=aqd A=A

2017 T TEUAT(HT) 7. 7061 [AXT 9 I Fee? Hee Ua o= ¥ 3g9q 2017 i i srdier =.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U s+ i & a7 Aaea 6 § 6 294 TREET & § Fg The el
THEIT Tl & TIT 39 I¥ TAg T AT AT97 AT FATET 2

AT, aE At RIS & Mg 9 FaT aeEr 9q¢ ¢ 6 39 URSHT § aediag sEaaar i we
et sfiferea =1 2 ofiT Afthfaaw + A== affew + FgaTE® CRE F THe 1 1 ITART 9194 & o
STTerA o T §97F &

A NS, FealT TR, AT ST FHTEA AT rferfam, 1940 (1940 =7 23), F¥ =T 26F FTT
Tacd QTRAl T TART FXd g0 S IS il Rl & e 9% Uaggnl Metated srtd #7 Fwares
farfawtor, feer siv fAawor it s § aore yara & yiafvg F#dt 8-

“HIAE 3TN oy SfhEaw + A affew + sge«a ui¥e & aftasor i Faa g+ |
[FT. 5. T 11035/53/2014-ST0waF+H T (ArT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 214(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
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Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the
High Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Cefixime +
Lactobacillus + Clavulanic Acid is not rational as the half-life of Cefixime is around 3 to 4 hours while that of
Clavulanic acid is only lhr. Therefore, the combination of Cefixime with Clavulanic acid is not compatible;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Cefixime + Lactobacillus + Clavulanic Acid considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Cefixime +
Lactobacillus + Clavulanic Acid is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Cefixime + Lactobacillus + Clavulanic Acid for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

st
7% feeett, 11 STwast, 2019

1. AT, 215(3).—TTd 3T YT Gt =, 1945 & M99 122 ¥ & 419 ufsq , sufer &iw
TET ATHAT ferad, 1940 (1940 1 23) Ft &y 33 T F 1N+, w1.H. 4 -146 /2007 - St N, aT0@
28 FFFEE, 2007 FT 9T TST1 T 9F LA F A0 FEEht gy 294 Fud g atrwsr (G
THH THE THTG U S Hl gl A7 8)  gateaa sqaraar, g srafer agri===e (9d) & SFqHET & faar
ST Rt 3T o, & TE e & e S R o o= e @ 3y e § Re arfeer R areaw i
FATAT & T2 T TAT I 3g ~ATATAT o I (A0l & T Teerd Tl HIAATGAT I e o907 & off;

3T IFT T T AT Tohe Tl TR are (B 208 28 TAT a1 Fgl 147 ) T fa=me
AT 9T ${I¥ ATH 9T A= FT o6 TATG A1 F 39 TRS T ol TeheTadl Sl GLET sl Tl FLe & (o7 Uk
IT-FIHTT T T R o,

e sy-afafy F Rty et qaur qoraTet F ary 9wl w7 g9T-98T 97 AT fi TS
Ffer aot § 9 uwSET A whem f s e fv off B afeRew + sifRemie F uwSe
et Feon & e Tl g

1. F FAWT aqg ST S@gsiar FasT 6l STUeT § STaas TIasaar o saea<ht gial g, Tare

e % o =fe 7g &1 STANT R SITaT g, ST AvRfEa § Ael g, ST
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2. FaTgsidt Hguur F forw gfasifedr F arer sifAema w7 Sare Jiare o= F:3T #0168
QIITAAT § 0 = SAraie i & o7 el SaRrerar o St g=rrerq oy o7 sagaswar & sffe

[EIESRERIRSILAITE
T AR A T 16 FALY, 2015 FT Ao T 68 ToF H aAfbfaaw + diRfFemie *
TS T ST 294 THETHT T AT H I T & HT ATHETT AT gU IH T T 65 Feed il FEenrieer 7 of;

ST IFd UHRSIE § HaTed e ATroaRT IET {e T2 37T X A8l & 919 il A1d 6 Sidend &
A= 139 F o eI AT F ATHA T SoAqH ATATAT Fl AT 0l T2 T 37T AT I=aq¥ ~FTATAT

2017 T TEUAT(HT) 7. 7061 [AT 9 I Fee Hee Ua o= ¥ 3g9q 2017 i = srdier =.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U s+ i & a7 Aaea 6 § T 294 THEET & 9 Fg The el
THEIT Al & TIT 3 I¥ TG FT AT AT07 AT FATEq 2

ST, arE At RIS & Mg T Frald aeE 9q¢ ¢ 6 39 TRl H§ swaide s@agdal &1 il
et siifeca 951 & o afbfdaw + sikfAemie  TRSHEr 7 ST 7 & &0 Sie| qor g=m
AT &

A NS, FealT TR, AT ST T AT rfer=am, 1940 (1940 =1 23), F¥ 4T 26F T
Tacd QThAl T TART FXd g0 ST aI€ il Rl 6 e 9% Uaggn Metated aretd #7 Eward
farfawtor, feer siw fAawr it s § aoke yama & yiafvg F#dt 8-

“HHE ITAN & Torg Aftefaaw + sixfAemne & afeasor it Faa g |

[hT.5. TF 11035/53/2014-F0wmgw T (-1
=% T ¥ steTHY, S A

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 215(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the
High Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Cefixime +
Ornidazole is not rational due to following reasons:

1. Those selected group who require Anaerobic coverage will develop resistance by the time antibiotics are required if
these FDCs are used and will not be in the interest of the public, and

2. Combining Ornidazole with antibiotics for anaerobic infection will lead to emergence of resistance because there is
likely that these drugs will be over prescribed without conducting any laboratory blood test;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Cefixime + Ornidazole considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
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2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Cefixime +
Ornidazole is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the said Board and in exercise of powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Cefixime + Ornidazole for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

st
T2 faeett, 11 S9aT, 2019

1. AT, 216(3).—TTTY 3T T Gt =W, 1945 & M99 122 ¥ % 419 ufsq , siufer &iw
TETEA ATHAT ST, 1940 (1940 =1 23) #FT €11 33 T F o1+, H1.H. 4 -146 /2007 - St =, G
28 qawaY, 2007 FRT AT TAT ¥ T TeASAT ok ewter At g 294 Fud grw aftwsr (G
THH THE THATG U S Hl gl A7 8)  gatead sqaraar, g srafer agiie==e (9d) & SFqHIET & faar
ST Rt T o, & w7 A & e S R oo o= e @ 3y ey § e e areaw '
FATAT & T2 AT TAT I 3g ~ATATAT o I (Al & Fafeerd Tt FIAATEAT T 10 A7 & o,

ST 3T 2 T AT Tahe el dargahi are (S T0H 38 TAT a1 Fal T47 g) FRT A= far
AT 9T ${I¥ ATH 9T A= FT o6 TATG A€ F 59 TRS T il ToheTadl Sl GLET sl Tl FLe & (o7 U
IT-HIATT 27 T T o,

A7 Ir-Atafta T AfFatEr @t qur gt F Ary aowel F e q99E-a9T 7 araea i TS
ffoe Soat # = uwwSE fr o f sie e f of & aftew + s ¥ uedEh
et o & a6aTa 987 8

1. g THEd Adgl & o =0 Feor wiasha gfawrer Scasr g1 a1 8 ST orst o q9g § a7 v fFuw g

T

2. ATHIFAM GId: AT HHAT H ITAN AT § STaTh G HIATHA had T (G0 Sham §
ITANT BT 8 Zafery s =it 7gt g | afafa & v g B uw ot g 981 8 w=itE
=o 0 TSt % Sfadre &7 fashre g St v o 2 & 78 8

ST TS 7 16 ®XAT, 2015 FT ArAriorg sra+T 68T I3 § Aftewa + AHwAfRdT F USSR S
294 THESTHT T AT H FTATT T & Tl TTHETT AT g0 39 I TG FA il FEorieer v of;

ST IFd UHRS IET § HaTed e ATroRT IET {e U8 37T X A8l & 919 il a6 Siaend &
AT=eE 139 F o eI AT F AR SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aq¥ ~ATATAT

2017 Y THUALT(HT) &. 7061 [AT §9 FTH FEeT ((Hce Ua o] ¥ 3ga 2017 & F&faer srfier 4.
22972 % arirg 15 femwa, 2017 &7 f&u s+ i & a7 Aaer oham g 1 294 TSR & 7 Fg Uwe e
THEIT A1 & TAT 39 I¥ TG FT AT ATI7 AT FATET 2
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ST, dre it RIS & Mg I Frald ava 9q¢ ¢ o 39 TRl H wdide sagdal #7 s
et sfif=rer 1 8 oY Afteaae + AT & THSEl FT ITIAN 744 6 (o0 SeH 07 g =T
AT &

dq: A, FealT TLHRIL, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9=T 26%F FIT
Tacd QTRAl T TART FXd g0 T IS il Il 6 e 9% Uaggn Metated sretd #7 Ewared
farfawmtor, feer siv fAawor it s § acke yama & yiatvg F#dt 8-

“HIE ITANT & o7 Afeaa i + IR & e i =ad g’ |

[T, T 11035/53/2014-Feergef (w-111)]
=% T ¥ ST, S A

NOTIFICATION
New Delhi, the 11th January, 2019.

S.0. 216(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the
High Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Ceftriaxone +
Vancomycin is not rational due to following reasons:

1. This FDC is not rational as it will lead to antibiotic resistance which is a huge concern now a days, and

2. Ceftriaxone is most commonly used in common infection where as Vancomycin is used in only few specific
infection. Therefore combination is not justified. The Committee opined that the FDC is not rational as it will
lead to development of resistance to antibiotics which is not in the interest of the public;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Ceftriaxone + Vancomycin considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Ceftriaxone +
Vancomycin is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Ceftriaxone + Vancomycin for human use”.
[F.No. X.11035/53/2014-DFQC (Pt.-I1I)]
Dr. MANDEEP K BHANDARI, Jt. Secy.
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st
T2 faeett, 11 S9aT, 2019

HT. . 217(H).—NOT T qoq7e= Gt Faw, 1945 F 9w 122 T % 91 ufsq, siufy 6w
TETeE AT stfearfaw, 1940 (1940 1 23) ¥ a7 33 T o 31+, ®1.H. 4 -146 /2007 - 3 #, arg
28 qawaY, 2007 FRT AT TAT ST T ToASAT ok wter FeEwt g 294 fFud grw aftwsr (e
THH THH THTA U Sf 4T gl AT 8) ¥ FA(eerd SAqaAraai, Sivg srafer agraa=ih (9d) & AqHET & 6T
ST Rt T o, i 17 A & e S R o o= e @ 3y e § e arfer F areaw '
FATAT & T2 T TAT I Ig ~ATATAT o I (A9l & Fafeerd T FTAATEAT T 10 AT & o,

ST 3T 2 T AT Taheeht dargaht are (S ToH 38 TAT a1 Fal T47 §) FT A=
AT 9T ¥ ATH 9T A= FT o6 TATG A1 F 39 TRS T ol ToheTadl Sl GLET sl Tl FLe & (o7 Uk
IT-HIATT 2T T T o,

A AT 7 BfEEEr @ T THTET F AT I we a9I-a9T O e T
fafem St ® = uwSEr & aar it s i & off B gierew + diRfRemie F SR
Faferfaa s & T 927 2
1. F I g ST SETsiaT Fa<st 6 AUAT § STaae Tasiadl il AEaed<ht gl g, T
el T o AfT 7g /7 START FFAT STaT 8, 7 AvRied B A8l g, 3%

2. STATISIET HEUOT o forw IASIITEaT & |1 SiAeTsier T SASH Taag Scae HIT F11h Ig
QTATTEAT & T S SATTTEAT 1 TaT Rt ST Th STt S=ATierd Ry T siasaendT o sAreeh
[EIESRERIRS IR

ST TEIE A€ 7 16 Ha<t, 2015 FT AT Sq+T 68T Sk ¥ YpAFATIH + e F
THRSTHT ST 294 THRSTET sl GHT H F9T T ¢ Al AARETT AT §U 3T T TTA UG FleA il [RIRIer 30t ofT;

ST IFd UHRSIET § Hared e ATMoRT IET {e T8 37T X A6l & 919 il A1 6 Siaend &
A= 139 F o eI AT F AR SoAqH ATATAT Fl AT 0l T2 T 37T AT I=aq¥ ~FTATAT

2017 Y THUACT(HT) &. 7061 [AT §9 FTH FEe< ((¥ce Ua o] | 3g9a 2017 & F&faer srfier 4.
22972 % arirg 15 fegwa, 2017 &7 AU s+ i & a7 Aaerw fham g 16 294 TSR & & F Uwe e
THEIT TGl & TIT 39 I¥ TG FT AT AT97 AT FATET 2

ST, arE it RIS & Mg I Frald aea 9q¢ § 6 39 RSl H§ swaide sEagal &1 &l
frc T =T 981 & Sl AEpiadaTey + M & THRSIEl A7 STANT q19d & o7 SIIEd Qo7 gieT

HATA €

I A, FealT TR, AT T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT
Tacd QTRAl T TART FXd g0 ST IS il Rl % e 9% Uaggn Metated aretd &7 Fwars
farfawmtor, R siv fAawor it s § acke yara & yiafvg #dt 8-

“HTTE ITANT & [T Qgiearsy + dRMeTee & afeasor ft Had gaos” |

[T, 5. T 11035/53/2014-F0eergeft (wrr-11)]
=% T ¥ STy, S A
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NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 217(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the
High Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Cefuroxime +
Ornidazole is not rational due to following reasons:

1. Those selected group who require Anaerobic coverage will develop resistance by the time antibiotics are
required if these FDCs are used and will not be in the interest of the public and,

2. Combining Ornidazole with antibiotics for anaerobic infection will lead to emergence of resistance because
there is likely that these drugs will be over prescribed without conducting any laboratory blood test;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Cefuroxime + Ornidazole considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Cefuroxime +
Ornidazole is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Cefuroxime + Ornidazole for human use”.
[F. No. X.11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K BHANDARI, Jt. Secy.

st
7% feeett, 11 STwast, 2019

HAT. 218(3).—TTH T YT arRf Faw, 1945 & Faw 122 ¥ % 919 9fq, wfd &
TETE ATHIAT ST, 1940 (1940 =T 23) it &2 33 T & o7, H1. §. 4 -146 /2007 - T &1, a9
28 FFFEE, 2007 FRT O TSAT ST € TN F AGY HIAHN g0 294 AT gk atewsr (e
TEH TEH TAT TF ST HT gl T47 8) T qatead e, g e agri==e (ad) F sq@res &7
ST 3Rt 13T o, i TE A & e S R oo o= e @ 3y e § R e areaw i
FATAT & T2 T TAT I 3g ~FATATAT o I (M0 § T Teerd Tt HIAATGAT I e AT & off;

3IY 39T qe T AT T 1ol AT are (SE THH 8 THT a1 Fal AT 8) T A=
AT AT ST AT I AT T F TATG ATE 7 37 RS IET 0] TResTadr i et i aer F:3 & fou v
IT-ATHT T T3 FFaT o;

AT Iy-AHta T FAFEEr ST 99T gD F AT TOEs w6 GHI-THT 97 Ao At Te
fafe= ot & =7 wwSHT 1 adrer d & e 1 off fF eTgaeha® + A% gregiEEe +
R surse + dafere F ved=h Paferfa s & e 725t 8
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1. TH URSIET ¥ a1 gewriasw orfdsmwent &1 ST Gy siar & e el e i oft
seaer grageft e wr TR T Tad arelt garit TS g, #i)

2. ATET T Tohell ST qT Tt TOTATAT il HH e o (o107 T o6 1= ATRAT 90T o [oIg Fi=rq oy
ST T SEeTHAT § THTAU LT ATETT F SMATT § Tg UHRSE TAHT H TR Aal @

Y A e 7 16 FEadl, 2015 & A oot 6847 do% § sTeF b + A
IS IFAINSS + FATRAREAIT SR + GORe™ie & TR ST 294 TRSTET & =1 | I9007T TT & Al
TR I 0 3T T Tiaftg e st Freprfer $i of;

ST IFd UHS IE § HaTed e ATMoRT IET {e U8 37T e A6 & 919 il A1 6 Saend &
AR 139 & & AT TR F AT I=adH ATATAT I FTRA 0l T & ST AT I=aaqd AT
2017 T THUACI(HT) &. 7061 [AT §9 F9TH FEe< ((¥ce Ua o] ¥ 3g9a 2017 & Ffaer srfier 4.
22972 ¥ qrirE 15 feEwaw, 2017 &7 f&U s+ i & a7 Aaea 6 § % 294 TREET & § Fg The el
THENT qol § TIT 39 T (TG FA AT ATTH AT STUTerd &

AT, aE A RIS F Mg I FaT aeE 9q¢ ¢ 6 39 URSHT § aediay sEaaal #7 e
FrferaftT sifeer 981 8 i sTeaeas + A gresisise + wdRRfaw srge + e
F THETET T START A1 % o7 STfere quf T T &

dT: A, FealT TR, AT T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT

Tacd QThAl T TART FXd g0 3 IS il Il & e 9% UaEgn Metateq artd #7 owared
fafamtor, fasrr sie faaeor it safea § qerra yame & wfafug w7 8-

“HTE START & for7 eTgadTdn® + fAErhie gregaise + SrdaRAaw smrse + tafeni«
% qREEAT T g |

[FT.5. T 11035/53/2014-F0wmge T (-1
=% T ¥ ST, S A

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 218(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the
High Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Diclofenac +
Pitofenone Hydrochloride + Fenpiverinium Bromide + Paracetamol is not rational due to following reasons:

1. In this FDC, two anti muscarinic agents are used. In addition, Pitofenone is also shown to have direct muscle
relaxant activity and,

2. The evidence needs to be accumulated to show the synergy between two to reduce the side effects of any of the
antispasmodic. Therefore, in absence of the safety evidence, these FDCs cannot be considered at present;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Diclofenac + Pitofenone Hydrochloride + Fenpiverinium Bromide + Paracetamol considered as irrational, which
appeared in the list of 294 FDCs;
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And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Diclofenac +
Pitofenone Hydrochloride + Fenpiverinium Bromide + Paracetamol is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Diclofenac + Pitofenone Hydrochloride + Fenpiverinium Bromide +
Paracetamol for human use”.

[F. No. X.11035/53/2014-DFQC (Pt.-1II)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
T2 faeett, 11 S9aT, 2019

FAT. 219(3).—3Nofer i gare arlt =, 1945 & 9w 1228 & 919 ufsq, swfy &7
TETA ATHIAT srfarfeEE, 1940 (1940 T 23) #¥ ey 33T F e, F. H. 4 -146 /2007 - A, AEE
28 FFFEE, 2007 FT O TSA1 T €F LA F AT FEEHt gy 294 Fud gaw atrwsr (G
AN THF TAT UF ST HY Fgl 747 8) F dafeaq sqartaay, S v agriwes=e (ara) F s@ea ¥ &
ST 3Rt T o, i w7 e o e S o oo o= e @ 5y ey § R e areaw '
FATH &F T AT TAT IF IF AT 7 3% et T gafeaa vt wranfEet aw O e a of;

SIY 39T qe T AT e ol AT are (S THH 8 THT a1 Fal AT 8) T A= fHhar
AT AT ST AT I AT T F TATG ATE 7 3 THSTET 0] TREsTadr i gLear i aer 3 & fou v
IT-ATH{T & T BT o

e sy-afafy T Rty @t qaur qoraTet F ary 9wl w6 g9T-98T 97 g fi TS
fafse aoat § =9 uwdiE fr e d s fwia firooff B esmTeef + e +
TFASNNFA T + FARESTESNAIFATEE T THS 41, Sr67 FoF FiHfa 7 stawra frar o, aofesTa 951 ¢ #9ith
o gfafa i Frerfer o sroedt 574 doF § Sduet T fRrwrteer i off & v veheeaied Ot uE a7
AT TR A7 4% 3ot arafer & e s Gy off sirfer 3 e S gfafig 2rm
qq: THES T 9T AT =T e 7 saedshat 981 &

ST TEAETE TS 7 16 wal, 2015 FT AT o+t 6841 Jo # ergaTRaeaq + dfteri +

SFAMIIFRNTRT + FARSTISNIYIFATEE F TR ST 294 THSHT T g1 § 3970 MU & A7 STaehevra q1ed
g0 39 T¥ gfaftg e it Rearteer i of;

ST IFd UHRS IE & Hared e ATroaT IET {e U2 37T X ATTEER1eT & a1 il A1 6 Siaend &
A= 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aaq¥ ~FTATAT
2017 &Y THUACT(HT) &. 7061 [AT §9 FTH FEeT ((¥ce Ua o] ¥ 3g9a 2017 & F&faer srfier 4.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U s+ i & a7 Aaea 6 § T 294 THEET & § Fg The el
THET qgl g TAT 39 T (TG FHA JT ATTH AT TUTerd &

AT, e A RIS & Mg 9 FeaT aeEe 9q¢ ¢ 6 39 URSHT § aedias sEaadl #7 e
ey siferer 781 8 v seargaeii@y + dRerme + SFaMNifhT + FAETEsviFEe
THSTHT T STTRT A o o7 ST o7 g7 F947 2

I A, FealT TLRIL, AT T ToTe ATy o=, 1940 (1940 1 23), FT 9=T 26%F FIT

Tacd QTRAl T TART Fd g0 T aI€ il Rl & e 9% Uaggn Metated sretd #7 Fwares
fafawtor, e s farawor &t safea # aorre yamE & gfafug w2
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‘T STANT  forT ergaTsantae + tfferner + SRR + FRETESaieTsE F
TqieR=or it Fad g |

[T, 5. T 11035/53/2014-S 10T (VTT-111)]
NOTIFICATION

New Delhi, the 11th January, 2019.

S.0. 219(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the

High Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Dicyclomine +
Paracetamol + Dextropropoxyphene + Chlordiazepoxide is not rational as the committee was apprised that the DTAB
in its 57" meeting on the recommendation of the expert committee had recommended that Dextropropoxyphene with any
other drug other than one antispasmodic or one non narcotic analgesic or one anti inflammatory drug shall be prohibited.

Hence the FDC is not needed to be considered further;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Dicyclomine + Paracetamol + Dextropropoxyphene + Chlordiazepoxide considered as irrational, which appeared in
the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Dicyclomine +

Paracetamol + Dextropropoxyphene + Chlordiazepoxide is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Dicyclomine + Paracetamol + Dextropropoxyphene + Chlordiazepoxide for

human use”.
[F. No. X.11035/53/2014-DFQC (Pt.-III)]

Dr. MANDEEP K BHANDARI, Jt. Secy.
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st
T2 faeet, 11 S9adT, 2019

1. AT, 220(37).—ATTTd T T Gt 9w, 1945 & F99w 122 ¥ & 41 ufsq , siufer 6w
TETe AT srfearfeas, 1940 (1940 1 23) Y =T 33 T o1+, H1.H. 4 -146 /2007 - 3 #, g
28 TEEY 2007 FTT AT TSAT ST T TSAGAT F veter Rt gy 294 o g aftwso (G zod
THH THTA U SF AT Fgl AT ) & TAteed A1, Svg, AT ATAA= (FT) F ATHIET o [o=T ST
T 17 o, FT T A F e S R oo 3= e #r 3g A § e i F averw |
FATH &F T AT TAT IF IF ATATAT 7 3% et T gafeaa ¥t sranfEet av O awm a of;

3IY 37T T2 T AT Tl aArghe are (B THH T8 THTq a1 &gl AT 8) T fa=r &
AT 9T ¥ ATH 9T A= FT o6 TATG A1 F 39 TRSHT Al ToheTadl Sl GLET sl Tl FL & (o7 Uk
IT-afafa F1 W fFar o

A7 IT-mafa T AfFatEr st qur gt F Aar aowel R q99E-a9T 7 g i TS
A= ot & = uwdET f aher f siw Rt i off & srgargrnfAT + fafReme + s
i TS T THESIET 7 g F & H T 76l §, STgl STSHTSFATHT HT TR a1 747 8, a8l
STEAATE qiefamEar T T aEeTFwar ¥ qarEET T2t 21 Ffe Fre s Rafy aufea g 9 2@
Jerehet: AT ST FeaT B o AR TR AT T

ST TEAETE e 7 16 Hal, 2015 FT AT AO+T 68T doF § SrgaTaIae + dqfter« +
TS AaTee ieiaTEelaae & THRSHT ST 294 THSIHT i AT | F9TT T & FT ATHET ATFT g0 3H IT
gfaftg e it Rrrfrer £ of;

ST IFd UHS IET § HaTed e ATroRT IET {e T8 7T e ATEE1eT & 919 il A1 6 Siaend &
AR 139 & & AT AT F AT I=adH ATATAT I FTRA 0l T & ST AT I=aqd A=A
2017 & THUAC(HT) &. 7061 [AT §9 FTH FEe< ((Hee Ua o] § 3g9a 2017 & F&fae srfier 4.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U s+ i & a5 Aaea 6 § 6 294 TREET & § Fg The el
THET qol § TAT 39 T TG FLA AT ATTH AT STUTerd &

AT, aTE At RIS & g™ 9 FwaT aeEe 9q¢ ¢ 6 39 URSHT § aedias sEaadl #7 wle
i siferer 7Y € i sTearrn T + dafReme + srEfymee sidfareRe F TRSET F1 ST
AT % forg e qof T T9r=T ¢

AA: NS, FealT TR, AT ST T AT rferam, 1940 (1940 =1 23), F¥ 4T 26F FTT

TEcd ARRAT HT TART Fd g0 3T I 6l ARl F e 9% Uqegel Aefotead sofer &1 fHwary
fafamtor, faskr sie e it safea § qerra yame & yfafug w0 8-

‘TS ITANT F o sTganrganmq + daffeme + s gisharseasas & aftasor & [
TF |

[T TR 11035/53/2014-F0eergeft (wr-111)]
<t T ¥, steTHY, HopE A

NOTIFICATION
New Delhi, the 11™ January, 2019.
S.0. 220(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under

section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
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1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Dicyclomine +
Paracetamol + Dimethylpolysiloxane is not rational as in colic situation, where Dicyclomine is indicated there is
unlikely to any need of Dimethylpolysiloxane. If in any rare situation it is required, it can be given separately. Therefore

this FDC is not justified;

And whereas, the Board at its 68th meeting held on 16" February, 2015recommended prohibition of FDC of

Dicyclomine + Paracetamol + Dimethylpolysiloxane considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Dicyclomine +

Paracetamol + Dimethylpolysiloxane is likely to involve risk to human;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-
“Fixed dose combination of Dicyclomine + Paracetamol + Dimethylpolysiloxane for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K BHANDARY, Jt. Secy.

FferET
T2 faeett, 11 SaT, 2019

1. 3. 221(3).— AW {T T\Taw Tt F=m, 1945 % A9 122 % a1 afsaq , iy i
TETe AT srferfaw, 1940 (1940 1 23) Y =T 33 T 31l ®1.H. 4 -146 /2007 - =¥ W, @
28 FaF 2007 T AT TSTT A T TSAGAT & srarer et g 294 Foa g atewsr (R =o

THH TATA UF SF |T Fgl AT ) ¥ FAteerd A1, Svg, AT ATAEA=F (VL) F ATHIET o To=T ST
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T 7 o, FT T A F e S R oo 3<% e #r 3g e | e i F aveaw |
FATAT & T2 T TAT I 3g ~FATATAT o I (M0l § FATeerd Tl FIAATGAT I 0 o907 & off;

3IY 39T q T AT el AT are (SE THH 8 THTq d1 Fal AT 8) g7 A= fhar
AT AT ST AT I AT T F TATG ATE 7 3 RS IET 0] TResTadr i et i aer 3 & forw v
IT-ATHT T T3 fhaT o;

v So-afafa 7 fAfawtar @t qor qwarest F ary e w0 FHI-a6T 97 s fi T
ffe= Szt T =7 RS it e fi @i e £ off B srgamEn e + dafRere + Rafwia
TESET &1 A F BT H THE Aal g, Al STSATEFAHT hl Ut T 77 §, agf FHtewa 6
AEFLTHAT T HATAAT A21 g1 AT A srameameor Rty srufera 8, a1 =0 7o R o #%6ar g1 o 38
THETET ST T e

ST AELATE F1E T 16 Fa<T, 2015 FT AT a1 68T Fok # eTgaTFA A + dRere +

ARl F TESER ST 204 TESRT fit g § IATT T AT ATHET AT g0 I I IAfg FA A
EENE DI

ST IFd UHRSIET  HaTed e ATroRT IET {e U8 37T X A6 & 919 Rl A1 6 Saend &
A= 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 T 37T AT I=aaq¥ ~FTATAT

2017 &Y THUAC(HT) &. 7061 [AT §9 a0 FEe< ((¥ce Ua o] | 3g9a 2017 & F&faer srfier 4.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U st i & a7 Aaea (63 § 6 294 TREET & § Fg The el
THEIT Al & TIT 39 I¥ TAg FT AT AT97 AT FATEq 2

3T, arE it RIS & Mg I Frald aea 9q¢ g 6 39 TRl § waide s@agal &1 il
el ey 721 2§ s eTeareseniae + dflemier + RAR F twSET #1 STIRT 7me F oo
ST QU7 gIET 6977 ¢,

dq: A, FealT TLHRIL, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT
Tacd QTRAl T TART FXd g0 3T ale il [RIer & ST ¥ Uaagl Metatad srafer &7 Ewared
fafator, fasrar =i faawor &t safea # aorre yaE & gfafug e 8-

“HTAE 3T & o0 sTsaTsaiae + faitene + AR & aftaso & fgg gus |

1.5, T 11035/53/2014-F 0w T (AmT-111)]
=% T ¥ ST, S A

NOTIFICATION
New Delhi, the 1" January, 2019.
S.0. 221(E).— Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs



[ 91T -8 3(ii) ] RA kT TSTAS ¢ STHIERO 63

Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Dicyclomine +
Paracetamol + Simethicone is not rational as in colic situation, where Dicyclomine is indicated there is unlikely to any

need of Simethicone. If in any rare situation it is required, it can be given separately. Therefore, this FDC is not justified;

And whereas, the Board at its 68th meeting held on 16" February, 2015 recommended prohibition of FDC of

Dicyclomine + Paracetamol + Simethicone considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Dicyclomine +

Paracetamol + Simethicone is likely to involve risk to human;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Dicyclomine + Paracetamol + Simethicone for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K BHANDARY, Jt. Secy.

st
7% feeett, 11 Sast, 2019

1. 3. 222(3F).— ATwfer T gore Tt F=w, 1945 F =9 122 £ & @19 afoq | swfer i
TETeE AT srferfaas, 1940 (1940 1 23) #FY =T 33 T o1+, ®1.H. 4 -146 /2007 - ¥ #I, arw
28 TEEY 2007 FTT AT TSAT ST T TSAGAT F etey Rt gy 294 o g aftws (G zod
THd THTA UF SF H1 FgT AT 5) & Fafearq qatadi, g siuter agrag= (9ed) & AqHIGT & o7 S
T 17 o, FT T F o e S R oo 3<% e #r 3g A | e arfEer o averw |
FATH &F T AT FAT IF IF AT F 3% et T gafeua vt sranfEet av O awm & of;

3IY 39T qe T AT el aArghe are (S THH 8 THTq d1 Fal AT 8) FRT A= fHHar
AT AT ST AT 9T TFAHAT T F TATG ATE 7 3 THSTET 0] TResTadr i et i Tt 7 & o v
IT-ATH T T3 fhaT o;
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v su-gfufa 7 BfREtar @ qur 9yt F AT s Fh a9I-g9T U AN A TS
Ffer Tt =9 TwSET f e i sfiv Aty f off & stefiasRea + fefRsmie w1 o
TR THeRT SIS0 avaed] fas § SoeT  forg g = T8t 2

ST TELET 9% T 16 wEadt, 2015 Fr arnfora T 684 S # stefigrgfRed + feffemia *
THRSTHT ST 294 THSTET %0l AT H F9MT T ¢ Al AARETT AT §U 39 T ATA UG FLeA il [RIRITer #hh of;

ST IFd UHS IET  Hared e ATroRT IET {e U8 37T ¥ A6l & a1 il A1 6 Siaend &
A= 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aaq¥ FTATAT
2017 T THUACI(HT) €. 7061 [AT §9 a0 FEe< ((¥ee Ua o] | 3g9a 2017 & F&faer srfier 4.
22972 ¥ arirE 15 fegwaw, 2017 &7 f&U s+ i & a7 Aaea 6 § T 294 THEET & § Fg The el
THENT Al & TAT 39 9T TG FA AT ATTH T TUTET 2

ST, dTe it RIS & Mg I Frald aea 9q¢ ¢ o 39 TRl § wqide s&agdal &7 s
Rt sitferer gl 2 o etedaraiaay + ffemie & TFSHT &7 ST 7me % forg stfes qof g
AT &

I A, FealT TLHRIL, A T ToTeT ATy dfafa=m, 1940 (1940 1 23), FT 9T=T 26%F FIT
Tacd QThAl T TART FXd g0 T ale il [RIer & S 9¥ Uaagn Metatad srafer &7 fEwarsd
fafawtor, e =i faawor it sfga # ackre g & gfafug F 2

“HIE ITAN & 0 staftarsiaad + Rfaswie & afvasor & g g |

[T T 11035/53/2014-Fueergeft (wr-111)]
=% T ¥ ST, S A

NOTIFICATION
New Delhi, the 11™ January, 2019.

S.0. 222(E).— Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Doxycycline +

Tinidazole is not rational as there is no justification for use in gastrointestinal disorder;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of

Doxycycline + Tinidazole considered as irrational, which appeared in the list of 294 FDCs;
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And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Doxycycline +

Tinidazole is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Doxycycline + Tinidazole for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K BHANDARY, Jt. Secy.

st
7% feeett, 11 STy, 2019

1. AT, 223(HA).— AT {¥ ToTe= qradt Faw, 1945 & 9w 122 g F 917 qfeq , Awie i<
TET TR ST, 1940 (1940 7 23) Ft &7 33 T F Aefie, ®1.H. 4 -146 /2007 - =¥ =, e 28
TaFaY 2007 gIT O TsAT ST €9 TsAAAT & aater FEant gy 294 Faa g afvesr (e g
THE TATA TF 1 d1 T TAT €) & HAload AT, [Sieg e Fgriag=ah (W) & AqHIGT & (o1 St
T T o, #r T A F e ar R oo o= et #r 37 e ° fe arfEer o arerw |
FATAT &1 T2 T TIAT I 3g ATATAT o I (A0l § FATeerd Tl FIAATGAT T 0 AT & o,

SIY 39T q T AT el aATghT are (SE THH 8 THTq dI Fal AT &) FRT A= fHar
AT AT ST AT I AT T F TATG ATE 7 37 THSIET 0] TResTadr i gLear i aer 3 & fow v
IT-ATHI T T3 fhaT o;

#7 IT-mtata T AfFEET S qur queTET F A 90wl w1 q9I-g9T 97 AT Hi TS

Bt ot § = wwSET it o #i i Rt £ off F gerafe + fwshe F uwSe et
FITOI F TheRTd Aal 2

1. RTARA + ARSI 70 A1 ST T Hohdl & (S8, USH a1 28, ST ST T A =T g H

TEd & o Sreraid < SATdt g1 f@ows vhaa F foF e ST & ya9e & o Fae Tew

TFT Sirgiaed AT UH -2 AT qIT UUSTHSH il gl YIHET gl Uleearsaie® o T axufes
T 2T TAT T2 ¢ ST ATeqd § TSI 6 TRl o= [=rafte SAe1or 7 HA7H X 7o, 37

2. SFHEAT % UF Gl IT-T4g H, ST UleeqTsHITe TUTerd grar g, Ao | [&F7 ST 9547 ¢,

S AEAATE AT 7 16 FLasl, 2015 FT AT AT 6847 2% H eraRe + AW F THSHT
ST 294 THSTHT %l =T H FTY TT g Tl AL HIAT g0 IH T TTATUGZ FLed il [EORTer it of;
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T 3Fd THRSIET & Hafad e FT=ent IE qg U 977 ¥ AT=F1el & 919 T 91a & didend &
AT=E 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aq¥ ~FTATAT
2017 T THUALT(HT) 7. 7061 [AT 9 I Fee? HHee Ua o] ¥ 3g9q 2017 i = srdie =.
22972 % arirE 15 femwax, 2017 &7 f&u s+ iy & a7 Aaer oo g 1 294 TSt & & $5 Uwe e
THENT Al & TAT 39 9T TG FA AT ATTH T FTUTET 2

3T, 91 RIS % SMeTY ¥ Feald 83 9q¢ ¢ [ =0 TRl § qiae s@aadi & fils
Rt siferca T2 ¢ oY SeERA + ARATSIS F TS T FT STIRT A9 & 70 ST q7 2ET §97e7
2;

dq: A, FealT TR, A T ToTeT ATy A=, 1940 (1940 =1 23), FT 9T=T 26%F FIT
TEed ARRAT HT TART Fd g0 3T Il ARt F e 9% UqegeT Aefofed sofer w1 fHwars
farfawtor, feer siv fAawr v s § aoke yama & yiafvg #dt 8-

HIAE STINT o [0 GreraiRa + RIS F a7 6 [@aq gaes” |

[T TR 11035/53/2014-Fueergeft (w-111)]
<t T ¥, steTHY, Hop A

NOTIFICATION
New Delhi, the 11™ January, 2019.

S.0. 223(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Drotaverine +

Omeprazole is not rational due to following reasons:

1. The indication for combination of Drotaverine + Omeprazole is severe gastritis wherein Drotaverine is
added for relieving spasmodic pain which is associated with gastritis. The experts were of unanimous
opinion that for the management of severe gastritis, there is a role of only proton pump inhibitors or H2
blocker and antacids. No therapeutic benefit is known from antispasmodic which may in fact even mask the
other presenting symptom of gastritis;

2. Inavery small subset of population, where antispasmodic is required, it can be given separately.

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of

Drotaverine + Omeprazole considered as irrational, which appeared in the list of 294 FDCs;
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And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Drotaverine +

Omeprazole is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:—

“Fixed dose combination of Drotaverine + Omeprazole for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARY, Jt. Secy.

st
T2 faeett, 11 S9adT, 2019

1. 3. 224(3).— Ao {T ToTaw Tt F=m, 1945 % A9 122 % &1 afsaq , iy i
TaTe AT srferfaw, 1940 (1940 1 23) Y =T 33 T o 31l ®1.H. 4 -146 /2007 - =¥ W, @
28 TaF¥ 2007 FTT AT TSAT 3T T oAk avetey et g 294 Faa g aftwgo (G e
THE THTA UF SF H1 FgT AT §) & Fafeaq Sqatadi, g siuter agrag=h (9d) & AqHIGT & o1 St
T 7 o, #r T A F e S R oo o= et #r 37 e ° fe arfEer F oarerw |
FATAT & T2 T TIAT I 3g ATATAT o I (A0 F FATeerd Tt HIAATGAT T e AT & o,

3IY 39T q T AT el aATghT are (SE THH 8 THT dI Fal AT 8) T A= fhar
AT 9T ¥ ATH 9T A= FT o6 TATG A€ F 39 TRS T Al TeheTadT Sl GLET sl Tl FLe & (o7 U
IT-afafa 71 w5 R o

A IT-Atafa 7 FfAEEr @ T97 T0HTET F AT qHe w a9I-a9T 9 e T
i Joat & =@ uwSER i o i o feEfe & off & FrhEiew suee + sereaE
qieaw + TS SISITAIRISE FT THS T Thed Aal § FA11%h 38 TRSIHT H &l TERTH SATHAHART
T ST 3T STar € zae afafn feree v oft serer aieveft frfder w0 frar e waw art gohh
TEE, S Ared iy folt of T aE Teft gorarEr # #1 F# F forw 21 5 = arfrar zaiw F oo |t G
ST T SEeTHAT & | SHICT AT FTEAT o AT | Tg TRSTHT AAHT H TheTd Tal &

T AEE A1 T 16 wad, 2015 F Ao s+t 68H dow # wafaRfww swrge +

TrgFThs Aifeaw + AT FrESIFAIRIEE F UFESIHT A7 294 URSHT 7 g+ | gofu v § &7
AR I 0 3T T Tiaftg e st Freprfer #i of;

T 39 UHRSIET & Hafad e Frt=ent IE 72 T 9+ ¥ AT=aw1el & a1 T 91a & didend &
A= 139 F o eI AT F AHA T SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aaq¥ ~ATATAT
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2017 it THUAN(HT) . 7061 [T §9 T Few [(i¥de Ud 7+9] ¥ 3Igqq 2017 & e s
T, 22972 # qEr@ 15 fewwaw, 2017 &1 RU s+ fviw # a2 Aa=aw o g & 204 vl & & F2
THRETHT THERTT qgl g TAT 39 T TG FHLd T ATTH AT U &

ST, arE it RIS & Mg I Frald aea 9q¢ ¢ o 39 TRl H waide sEagdal &7 &l
e =T 951 2 3T SAfeRFAIT SHEe + S qiead + e gregieise &
THSTHT T ITTRT A o o7 ST o7 g7 FA7 2

dT: A, FealT TLHIL, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9=T 26%F FIT

TEcd ARRAT HT TART Fd g0 3T Al i AR % e 9% Uqegel Aefoted sofer &1 fHwary
fafamtor, fasrr siie faeor it safga § qerma yame & yfafug w7t 8—

“Oa ITIN & O wfiaRFEaw Siwrse + STsaithas qiedw + e gregadiiss &
qfererr &t Faa g |

[FT.5. T 11035/53/2014-FT0Femgz Tt (AT-111)]
<%, T ¥, steTH, HopE A

NOTIFICATION
New Delhi, the 11th January, 2019
S.0. 224(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28th November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Fenpiverinium
Bromide + Diclofenac Sodium + Pitofenone Hydrochloride is not rational as in this FDC, two anti muscarinic agents
are used. In addition, Pitofenone is also shown to have direct muscle relaxant activity. The evidence needs to be
accumulated to show the synergy between two to reduce the side effects of any of the antispasmodic. Therefore, in

absence of the safety evidence, this FDC cannot be considered at present;

And whereas, the Board at its 68th meeting held on 16th February, 2015 recommended prohibition of FDC of

Fenpiverinium Bromide + Diclofenac Sodium + Pitofenone Hydrochloride considered as irrational, which appeared

in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme

Court in its judgement dated 15th December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of



[ 91T -8 3(ii) ] YR AT TS ¢ SR 69

2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Fenpiverinium

Bromide + Diclofenac Sodium + Pitofenone Hydrochloride is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:—

“Fixed dose combination of Fenpiverinium Bromide + Diclofenac Sodium + Pitofenone Hydrochloride for
human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
7% feeett, 11 STast, 2019

1. AT, 225(H).— AT {¥ TaTe= aradt Fa9, 1945 & 9w 122 g F 917 afeq , Awie &7
TETe AT srferfaw, 1940 (1940 7 23) Y =T 33 T o 31l ®1.H. 4 -146 /2007 - =¥ #, @
28 TAEEY 2007 FTT AT TSAT ST T TSAGAT F qveter Rt gy 294 o g aftwso (G o
THH THTA UF SF HT Fgl AT ) ¥ FATeerd A1, [Sve, AT TTAA=F (FTET) F ATHIGHT o To=T SIS
T T o, #r T A F e I R oo o= et #r 37 e ° fe ol o arerw |
FATH &F T AT TAT IF I AATATAT 7 3F et T gafeaa gt wranfEet av O o & of;

3IY 37T T T AT Tl aArghe are (B THH T8 THTq a1 &gl AT 8) g7 fa=
AT 9T ¥ ATH I A= FT o6 TATG A€ F 39 TRSHT Al TeheTadT Sl GLET sl Tl FLe % (o7 Uk
IT-FHTS F71 w7 T o,

e s-afafy T RfAuTar vt qaur qoramet F arT aewel w7 gHT-98T 97 A fi TS
At St § = uwESET ft wher i off sfiw fie f off B e + teRfas ot v
THe IH1 THENd Tal & Aeaaeqy qrufa & 91 o B =7 wHaast 1 faaoe eregfcded F 7§ gar g
AT AT ST FIHAAAT Tl STATICHE Hehall o TTZ ZAT AT SITAT ¢ af UHT Fofd § =7 TSI I asheTd
&l AT SO,

Y AEIE a1 7 16 wEasl, 2015 7 AT a1 687 JoF H TqHITHTET + TEhRia® URe
TS IHT ST 294 THSTHT sl AT H FATT T g I TTHET AT g0 37 T FiAforg wee i frewrier £
off;

T, IFT TS T F Haferd e Arf=err SHT g2 9% =7 ¥ FT=wreli & 97 &7 9 & diaen &
AR 139 & o AT A % AT I=adH ATATAT I FIRA 0l T & ST AT I=aaqd A=A F
2017 #it THUAT(HT) . 7061 [WRT &9 a9 Hew [(¥de Ud 9+9] ¥ 3g9q 2017 & e s
T, 22972 # qir@ 15 fewwaw, 2017 &1 RU s+ fviw # a2 Aa=aw o g & 204 vHel & & 52
THRETHT THERTT Agl g TAT 39 T TG FHLd T ATTH AT U &
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3T, 9IS RIS % oMe % Frald 83 9q¢ ¢ [ =0 TRl § eqiae s@aadi & fils
Faferci sifecr 921 & o7 TqhamTET + TS TRRe & TR 1 UGN 94 % forg e of
ST HATA &;

A A, FealT GLRIE, AT T ToTeT qaradt dfaf==m,1940 (1940 =1 23), FT 9=T 26% FIT
Tacd TRAl T TART FXd g0 3T ale i [RIel & ST ¥ Uaag Metatad srafer &7 fEward
fafemtor, fasrr sie faeor i swfea § qerma yame & yfafug s 28—

HTAE 3TN & o0 TqaamTE + TEhiRfas T & afeasr & Faa gas|

[FT.5. T 11035/53/2014-F0wmge T (-1
<t T ¥ steTHY, Hop A

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 225(E).— Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28th November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Ascorbic Acid is not rational inter alia Committee noted that these formulations are marketed as nutraceuticals and if
these formulations are claimed with therapeutic indications, in that case, these FDCs are considered as not rational;

And whereas, the Board at its 68th meeting held on 16th February, 2015 recommended prohibition of FDC of
Glucosamine + Ascorbic Acid considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15th December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +
Ascorbic Acid is likely to involve risk to human;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:—

“Fixed dose combination of Glucosamine + Ascorbic Acid for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARY, Jt. Secy.
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st
7% feeett, 11 STast, 2019

1. AT, 226(H).— TS {¥ ToTe qradt Fa9, 1945 & 7w 122 g F 917 qfeq , wie &7
TaTe AT srferfaaw, 1940 (1940 1 23) Y a7 33 T F 31l ®1.H. 4 -146 /2007 - =¥ M, @
28 TaFa¥ 2007 FTT AT TSAT 3T T TSASAT ok aveteyr et g 294 Faa g aftwsgo (G e
THH TATA UF SF |T Fgl AT ) ¥ FAteed SAAT0 A1, [Svg, AT ATAASF (FTLT) F ATHIET o To=T SIS
T T o, #r T A F e ST R oo o= et #r 37 A ° fe ol o arerw |
FATAT & T2 T TAT I 3g ATATAT o I (M0l & FATeerd Tl FIAATGAT T T o907 & off;

SIY 39T q T AT el aATghT are (SE THH 8 THT a1 Fal AT &) T A= fHar
AT AT ST AT 9T AT T F THATG ATE 7 3 THSIET 0] TResTadr i et i qer 3 & fou v
IT-FHT F71 w7 T o,

e u-afafa F BfRmtar @t qor qoremeswt F arr qeEst # aHE-a9T a7 s i e
fafo Jot § =7 UHRSHET it alrar d ofF o Rrerteer £ off & rqaamares + aeafasr ke w1 wESET
THET ol & A FaeqY AU F qle AT o 37 FHAAT F7 G0 Feregehed & &7 § grar g a971 Iie
T I Tl STATIICHE Fehd | 6 AT AT AT SITAT & T UHT BT § =7 TRSTET il TohenTd dal 911
STTUAT,

ST AT T8 7 16 FLat, 2015 &1 ST Sa=T 687 S5 H IghIamTeT + SyeAforaw a¥er
THRSTHT ST 294 THRSTET o0l AT H F9MT T ¢ Al AARETT AT §U 3T T TTA UG FLeA il [RIRI1er 30t of;

3T, IFT THRS T F Hafed e Ari=err SHT g2 9% o= ¥ FT=ewreli & 97 &7 9 & diaen &
AToR 139 & o AT AT F AT I=adH ATATAT I FTRA 0l T & ST AT I=aqd A=A
2017 #FT THUATI(ET) &. 7061 [FRT T I4H Few< oHee TF o7+F] & 3Igqq 2017 #i @ srfie
T, 22972 # qir@ 15 fewwaw, 2017 &1 RU s+ fviw # 72 Aa=a o g & 204 T & 7§72
THRSTHT THERTT AGl & TAT 39 T TG FLed T ATTH AT U &

T, A Rwrfver F sma™ 9 FeE e 542 8 & Ta U § srafa e st v A
Faferer siferer 721 2 i e + Seaforsm a¥eT F TRSRT F1 STIRT AT & for Sifes qof geT
AT &

AA: NS, FealT TR, AT ST T AT rferam, 1940 (1940 =1 23), F¥ 4T 26F FTT
TEed ARRAT H TART Fd gU 3T Il AR % e 9% Uqegey Aefoted sofer &1 fHwary
farfawtor, R siv e v safea § aorme yama & vfafg wdf —

“ATAE 3TN & To70 TR + sreafersm a<er & afewsor & fFaa gaes|

[T T 11035/53/2014-Fueergeft (wr-111)]
<%, T ¥ steTH, Hop A

NOTIFICATION
New Delhi, the 11th January, 2019
S.0. 226(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28th November, 2007 for cancellation of licenses issued by the said Drugs

Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
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approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Boswellia Serrata is not rational inter alia Committee noted that these formulations are marketed as nutraceuticals and if

these formulations are claimed with therapeutic indications, in that case, these FDCs are considered as not rational;

And whereas, the Board at its 68th meeting held on 16th February, 2015 recommended prohibition of FDC of

Glucosamine + Boswellia Serrata considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15th December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +

Boswellia Serrata is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:—
“Fixed dose combination of Glucosamine + Boswellia Serrata for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
7% feeett, 11 STast, 2019

1. 3. 227(3().— AW {T ToTaw et F=m, 1945 % A9 122 % 919 afsaq | Sufy iw
TaTe AT srferfaw, 1940 (1940 1 23) Y =T 33 T F 3l ®1.H. 4 -146 /2007 - =¥ W, @
28 TaFa¥ 2007 FTT AT TSAT 3T T TSASAT h aqvetey et g 294 Faa g aftwgo (G e
THd THTA UF SF H1 FgT AT §) & Fafeaq Sqatadi, g siuter agrag=h (97d) & AqHIGHT & o7 St
T T T, #r T w F e I R oo o= et Y 37 e ° fe arfEer F oarerw |
FATAT &1 T2 T TAT I 3g ~ATATAT o I (A0 F T Teerd Tl HIAATGAT T e AT & off;

3IY 37T T2 T AT Tl aarghe are (B THH T8 THTq a1 &gl AT 8) T fa=r
AT AT ST AT I AT T F TATG ATE 7 3 THSTET 0l TRasTadr i et i a0t 3 & fow v
IT-ATHT T T3 T o;
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A Ir-Atafa T AfFatEr st qur gt F Aar aowel F e qa9E-a9T 97 g i TS
fafe= St § = uwdT ft oher #ir off siw e & oft B wame + Sy sEine @
THE T THETT Aol & S Faeqy qiHid 7 7le 6T & 7 Rl &1 Ao Feregicded & 9 § gar 8
TAT TS T BIHAAAT Tl STATCHF Hhal o T IAT AT STAT ¢ aF UHT Fofa § = TSN T aheTd
STET | STIUAT,

ST TEIAT aTE 7 16 FEa<t, 2015 & A sra+it 6841 o | qaiamTeT + Hfeaaw waive
TS IHT ST 294 THESTHT sl AT H FATT T g I TTHET AT g0 37 T FiAforg e it rewrier Fr
off;

ST, IFT THS T F HATed e AT=eRT SHT G2 9¥ 31+ ¥ ATTOR1el % 97 I AT 6 G1aemT 6
A= 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 T 37T AT I=aaq¥ ~FTATAT
2017 #T THUATI(ET) &. 7061 [FRd T I8 Few< WHee TF o7+F] ¥ Igqq 2017 #i @ srfie
T, 22972 # qirE 15 fREwaw, 2017 &7 &U s+ viw & a8 Aaea< o g & 294 Twert & 7 F2
TRSTHT THERTT A1 g TAT 39 I TATUG FLed T ATTH AT STITeT 2

ST, 9 f Rwrfer F ™ 9 Fe aeRe 642 § % Ta URET § safa e st oA
frc T ST 981 § 3T TqhaTHTET + Heqa® FTdide & THRSHET FT ITAN q9d & (o0 SEH 00
T HATT &,

AA: NS, FealT TR, AT ST T AT rferfaam, 1940 (1940 =1 23), F¥ 4T 26F TTT
Tacd QTRAl T TART FXd g0 T ale i [RIer & S ¥ Uaagn Metatad srafer &7 fEward
Ao, R siv Ao #ir SR § aore 9= & wiafvg w7t 8-

“HTAE 3TN & o0 TR + Hieaas weie & afeq=or i [{ad g

[FT.5. T 11035/53/2014-F0wmgw T (amT-111)]
=% T ¥ sreTHY, S A

NOTIFICATION
New Delhi, the 11th January, 2019
S.0. 227(E).— Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28th November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Calcium Carbonate is not rational inter alia Committee noted that these formulations are marketed as nutraceuticals and

if these formulations are claimed with therapeutic indications, in that case, these FDCs are considered as not rational;
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And whereas, the Board at its 68th meeting held on 16th February, 2015 recommended prohibition of FDC of

Glucosamine + Calcium Carbonate considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15th December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +

Calcium Carbonate is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-
“Fixed dose combination of Glucosamine + Calcium Carbonate for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARY, Jt. Secy.

st
T2 faeett, 11 S9aT, 2019

1. AT, 228(3).—ATTTY T ToTea= Gt =W, 1945 & A9w 122 ¥ % 41 ufsq , sufer &w
TaTe AT srfarfaw, 1940 (1940 1 23) Y a7 33 T F 3l ®1.H. 4 -146 /2007 - =¥ W, @
28 TEEY 2007 FTT AT TSAT AT T TSAGHAT o qveter At gy 294 o g aftws (G e
THh TATA TF 1 d1 T TAT &) & HAload AT, [Sreg e Hgriag=ah (W) & AqHIGT & (o7 St
T T o, #r T A F e I R oo o= et #r 37 e ° fe arfEer o arerw |
FATH &F T AT FAT IF IF AT F 3% et T gafeaa ot sranfEet aw O awm a of;

3IY 39T qe T AT el AT are (SE THH 8 THT a1 Fal AT 8) R A=
AT AT ST AT I TFHAT T F TATG ATE 7 3 THSTET 0] TResTadr i gLear i qer 3 & fou v
IT-ATH{T T T BT o

e sy-afafy T BfAutar @t qur quramet F 9y 9wl w6 g9T-98T 97 AT fi TS
fafo Soat § =7 TR & wlar i ot siv Rt £ off & e + dee #Ree side 7
THeS IH1 THENd Tal & Aeaaeqy qrufa & 91 o B 37 wHaast 1 aaoe eregfeded & &7 § gar g
TAT AT ST FIHAAAT Tl STATCHE Hehal o T ZAT AT SITAT g af UHT *ofd § =7 TR Rl asheTd
TET AT SO,

T TEAETE 91 7 16 FadT, 2015 F7 swAord qa+t 68 J=F § enamTET + derew ARV
Aeftue F TESIET ST 294 THSTHT i AT H 9T MU & FT ARG TG g0 39 9¢ Ifafog wa &
ferorfer & ot

3T, 3Fq Uhe T | Fatad e arft=err S 92 9% o Re Arf=ewrelt & a1 #7 9eq & S &
AToR 139 & & ST WA o AT I=adH ATATAT I FARA 0l T & ST AT I=aaqd A=A
2017 #it THUAT(HT) . 7061 [WRT &9 a9 Hew (¥ Ud 7+9] ¥ 3gqq 2017 & e s
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T, 22972 # g 15 feEwaw, 2017 &7 XU s+ fviw # 72 Aa=aw o g & 294 vl & & 52
THRETHT THERTT Agl g TAT 39 T TG FLd T ATTH AT U &

ST, arE At RIS & Mg I Frald aea 9q¢ ¢ 4 39 TRl H wdide sagdal #7 s
e siiferca 21 3 oY TqhaTTEd + dersd AREe Aidiue F TR R &1 ST 749 % o s
T BT HATA 2

A A, FealT TLRIE, AT T ToTeT qaradt dfaf==m,1940 (1940 =1 23), FT 9= 26% FIT
TEed ARRAT HT TART Fd g0 3T Il ARt F e 9% Uqegel Aefoted sofer w1 fHwary
farfawtor, R siv e v safea § aorme yama & vfafog wdf —

“ATAE 3TN & o0 TR + dersd RREee siehie v i fFaa gas|
[T 5. T 11035/53/2014-T0sergelt (Am-l11)]

NOTIFICATION
New Delhi, the 11th January, 2019
S.0. 228(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28th November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Cetyl Myristate Oleate is not rational inter alia Committee noted that these formulations are marketed as nutraceuticals

and if these formulations are claimed with therapeutic indications, in that case, these FDCs are considered as not rational;

And whereas, the Board at its 68th meeting held on 16th February, 2015 recommended prohibition of FDC of

Glucosamine + Cetyl Myristate Oleate considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15th December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +

Cetyl Myristate Oleate is likely to involve risk to human beings;
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Now, therefore on the basis of the recommendations of the said Board and in exercise of powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Glucosamine + Cetyl Myristate Oleate for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARY, Jt. Secy.

st
7% feeett, 11 STwast, 2019

1. 3. 229(31).— AT {T yoTaw Tt F=m, 1945 = A9 122 % 919 feq , iy i
TETE TR A=, 1940 (1940 7 23) FT &7 33 T A&, ®1.H. 4 -146 /2007 - =¥ F, T 28
qaFET 2007 FT A9 ST 3T 69 AT F ruter A=t gRT 294 fFua ger attagr (e =9
THE THTA UF SF H1 FgT AT §) & Fafeard Sqatadi, g suler agrag=h (9d) & AqHIGHT & (o7 St
T 7 o, FT T F o e S R oo 3<% et #r 3g e | e arfEer F aveaw |
FATH &F T AT FAT IF I AT 7 3% et T gafeua gt wranfEet av O aw a of;

SIY 39T q T AT el aATgahT are (S THH 8 THT dI Fal AT 8) g7 A=
AT AT ST AT I AT T F TATG ATE 7 3 THSIET 0] TeResTadr i et i aer 3 & fow v
IT-ATH{T & T BT o

A IT-Atafa 7 FfAEEr @ T97 THTET F AT I e qHI-a9d T e e
fafo Soat § =3 URSTER i o £ off i frerfrer f o B qwmmTe + figefe aehe + e
YeRTEd AT AT TESTET TheRTa Jgl g s aaeqy afafd F e frar fF =9 wrgereEt &1 e
e fched & & H AT § a9 IQ T BIHAAAT ] STATCHE Ghdl & 91 ITAT AT STaT g ar VT
Rafa & =7 THSHT FT THERTT T8l GTHT SATUIAT;

3T AT 1S T 16 FALY, 2015 FT AT ATT 68T do F TTHIATATET + Higrafes qehe +
Rrameer gehATE W89 F TESHET ST 294 TEERT T T F F9TC AU § FI ATHENT AT T IH 9T
taforg e it fRrrteer £ of;

3T, IFT THS T F Hafed e Ari=err SHT g2 9¥ =7 ¥ FT=wreli & 97 &7 9 & e &
AR 139 & o SAeMT TR % AT I=adH ATATAT I FTRA 0l T & ST AT I=aaqd AT
2017 Y THUACT(HT) &. 7061 [AT §9 FTH FEeT ((¥ce Ua o] ¥ 3g9a 2017 i Ffaer srfier 4.
22972 % arire 15 femwa, 2017 &7 f&u sra+ i & a7 Aaer oo g 1 294 TSRt & & 5 Uwe el
THEIT A1 & TIT 39 UL TAg FTA AT ATI] AT FATET 2

AT, e A RIS F Mg I FaT aeE 9q¢ ¢ 6 39 URSHT § avdiay sEaadal #7 e
Rt siferca 1§ oY TqETTST + Rigrsied avhe + AuTsa aehmTsd $199 & THRSIET T ST
AqTAE & forg Strfes qof gMT a1 2

A NS, FealT TR, AW ST T AT rferf=am, 1940 (1940 =1 23), F¥ 4T 26F FTT
TEed ARRAT HT TART Fd gU 3T Il AR F e 9% Uqegel Aefotead sofer &1 fFwary
fafator, fasrar s faawor &t safea # aorre yaE & gfafug w2

CHTEE ITANT % o g + wigrsfen avthe + s aewmTed M99 F aftaso £ g
GIF"|

[T T 11035/53/2014-Fueergeft (w-111)]
=% T ¥ sreTHY, S A
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NOTIFICATION
New Delhi, the 11™ January, 2019.

S.0. 229(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Chondroitin sulphate + Methyl sulfonyl methane is not rational inter alia Committee noted that these formulations are
marketed as nutraceuticals and if these formulations are claimed with therapeutic indications, in that case, these FDCs are

considered as not rational;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Glucosamine + Chondroitin sulphate + Methyl sulfonyl methane considered as irrational, which appeared in the list

of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India versus Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational

and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +

Chondroitin sulphate + Methyl sulfonyl methane is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Glucosamine + Chondroitin sulphate + Methyl sulfonyl methane for human

L)

use .

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Ffer=T
7% feeett, 11 STast, 2019

1. 3. 230(37).— ATTfer ¥ goTee Tt F=w, 1945 F 7w 122 £ & @19 ufeq | srwfer i
TETE TR SAfA=ad, 1940 (1940 7 23) FT &7 33 @ & A&, ®1.H. 4 -146 /2007 - S F, T 28
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qAFET 2007 FT 991 TSAT 3T 69 AT F ruter FAsai gRT 294 Fua gere atag o (e s
THE THTA UF SF H1 FgT AT §) & FAfearq Sqatadi, g siuter agrag= (9d) & AqHIGHT & o7 St
TR 7 o, FT T F o e S R oo 3= et #r 3g e | e i F aveaw |
FATH &F T AT TAT IF I AT 7 3% et T gafeua ¥t wranfEet o O e ef;

3IY 37T T2 T AT T et aarghe are (B THH T8 THTq a1 &gl AT 8) g7 fa=r &
AT 9T ¥ ATH 9T A= FT o6 TATG A€ F 39 TRS T ol ToheTadl Sl GLET sl Tl FLe & (o7 Uk
IT-afafa F1 T fFar o

A AT 7 FfAEEr S T97 THTET F AT qHe w aHI-a9T 9 A e
fafo= Joat § =9 wwRSHET it adrar & off sfiw fwrfer i o & g + Sigei aeke + Refae
d + T e FT THESHT THENT TEl g qeaaeqy arafa T e B G5 w1 wngereet w v ffaee
e fched & & H AT § a9 IE 39 BIHAAAT ] STATCHE Ghdl & d1 ITAT AT STaT g ar VT
feurfq & = TRSHT FT TR Tl HAT ST,

3T AT 1S T 16 FALY, 2015 FT AT ATAT 68T T T TTHIATATET + Higrafe qehe +
Rerfam ft + Awfisr aethe F TESTERN ST 294 TESTET T GHT § TATT AU S F ATHET AT T 3H I
Stafug Fee it FRnrter i of;

3T, IFT THS T § Hafera e Arf=err SHT g2 9% o= X FT=wreli & 97 &7 9 & e &
A= 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 T 37T WA I=aq¥ ~FTATAT
2017 T THUAT(HT) F. 7061 [AT 9 I Fre? Hee Ua o] ¥ 3g9q 2017 i i@ srdier =.
22972 % arirE 15 femwa, 2017 &7 AU sro+ i & a7 Aaerw ham g 1 294 TSR & 7 Fg Uwe e
THENT Al & TAT 39 9T TG FA AT ATTH 4T UTET 2

3T, arE it RIS & Mg T Fvald aear 9q¢ g 6 39 TRl H§ saide sagal &1 s
e siiferer A5T 8 TqaamTsT + figrsfed aothe + et € + dvisr aethe F THRSET F71 3TN
AT % forg i qof T g9 ¢

Aq: A, FealT GLRIE, AT T ToTe qaradt dfaf==m,1940 (1940 =1 23), FT 9= 26%F FIT
TEed ARRAT H TART Fd g0 3T Il ARt F e 9% uqegel Aefofed sofer w1 fHwary
fafawtor, faee =i faawor it swfgad # acfre g & gfafug Fdt 2-

“HEE ITAN & 0 TR + ®igraied qehe + fEerfiw @ + dwisr aehe % T &
A g

[T TR 11035/53/2014-Fueergeft (wr-111)]
<t T ¥ steTHY, S A

NOTIFICATION
New Delhi, the 11™ January, 2019.

S.0. 230(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;
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And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Chondroitin sulphate + Vitamin C + Manganese sulphate is not rational inter alia Committee noted that these
formulations are marketed as nutraceuticals and if these formulations are claimed with therapeutic indications, in that

case, these FDCs are considered as not rational;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of

Glucosamine + Chondroitin sulphate + Vitamin C + Manganese sulphate considered as irrational, which appeared in

the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +

Chondroitin sulphate + Vitamin C + Manganese sulphate is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Glucosamine + Chondroitin sulphate + Vitamin C + Manganese sulphate for

human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
T2 faeet, 11 S9adT, 2019

1. 3. 231(3).— oS {T yoTaw Tt F=m, 1945 % A9 122 % 919 afsaq , iy i
TETE TR SAfA=ad, 1940 (1940 7 23) FT &7 33 T qefie, ®1.H. 4 -146 /2007 - S t, T 28
qaFaT 2007 FT G901 ST 3T 69 AT F ruter Fasrai geT 294 Foa gere atag o (e =9
THd THTA UF SF H1 FgT AT 5) & Fafeaa Sqatadi, g siuter agrag=h (9d) & AqHIGT & o7 St
T 7 o, FT T FE F e S R oo 3<% e #r 3g e | e arfEer F aveaw |
FATH &F T AT TAT IF I AT 7 3% et T gafeaa vt wranfEet av O awm a of;

3IY 37T T2 T AT Tt aarghe are (S T8 T8 THTq a1 &gl AT 8) g7 fa=
AT 9T ¥ ATH 9T A= FT o6 TATG A€ F 39 TRSHT Al ToheTadT Sl GLET sl Tl FLe & (o7 Uk
IT-afafa #1 W fFar o
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e Sy-afafy T FfFwTar ¥ a9 IurdTEt F 9T 9wl w1 aHT-g8T 97 AT #wi TS
fafe Soai & =7 TwSET it airer A off i Rrertier 1 off & qqehamre + Figefe + ReRa @t +
Refm € + Awefsr 1 TwSRT T Al & seeeqy @i 9 e G G = weest i feee
eTEched & &9 H AT § a9 IQ 39 BIHALAT ] STATCHE Ghdl & 91 ITAT haT STaT g ar VT
Rafa & =7 THRSHT FT THERTT T8l GTHT SATUIAT;

Y aEA 91 T 16 wEasl, 2015 &l Ao aAT 6847 T2 § TqRIATHTET + Higrsfed +
Rerfe #ft + Rerfae € + F e F Trdiel st 294 TR F = § 3att U § A sadEg 7 gu sy
w7 gfaftrg we & fRrerfer i of;

3T, 3% URS T & "afea Re ari=rer I g2 97 o+F [ Arf=arel & 979 &0 9% & S6gr &
A= 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 T 37T AT I=aq¥ ~FTATAT
2017 &Y THUACT(HT) &. 7061 [AT §9 FTH FEeT ((¥ee Ua o] ¥ 3g9a 2017 & F&feaer srfier 4.
22972 ¥ qrirE 15 feEwa, 2017 &7 f&U s+ i & a5 Aaea 6 § % 294 TREET & § Fg The el
THRENT Al & TAT 39 9T TG FA AT ATTH T UTET 2

AT, e A RIS & Mg I FaT aeE 9q¢ ¢ 6 39 URSHT § aedias sEagdl #7 wle
et sitferer 921 & T + Figrefe + R & + Rafaw € + dwfisr % vrd=h 1 s
AqTAE & forg Strfes qof gMT §97e 2

AT A, FealT TR, AT T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT
Tacd QTRAl T TART FXd g0 3T ale il [RIer & ST ¥ Uaag Metatad srafer &7 fEwarsd
fafawtor, fasrar s faawor &t safea # aorre yamE & gfafug w2 8-

HTEE ST F foru sqaramTe + wigrsfe + Refam #ft + Refw € + d&whis 5 aftaeo &
A g

[T T 11035/53/2014-Feergefy (w-111)]
=% T ¥ ST, S A

NOTIFICATION
New Delhi, the 1" January, 2019.

S.0. 231(E).— Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Chondroitin + Vitamin C + Vitamin E + Manganese is not rational infer alia Committee noted that these formulations
are marketed as nutraceuticals and if these formulations are claimed with therapeutic indications, in that case, these FDCs

are considered as not rational;
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And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Glucosamine + Chondroitin + Vitamin C + Vitamin E + Manganese considered as irrational, which appeared in the

list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +

Chondroitin + Vitamin C + Vitamin E + Manganese is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Glucosamine + Chondroitin + Vitamin C + Vitamin E + Manganese for human

th)

use .

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
7% feeett, 11 STy, 2019

1. 3. 232(31).— Ao {T ToTaw Tt F=m, 1945 % A9 122 3 % =19 afsaq | Sufy i
TETE TRAT SAfA=d, 1940 (1940 7 23) FT &7 33 T A&, H1.H. 4 -146 /2007 - S F, T 28
TaFaY 2007 gIT O TsAT ST €9 OsAAAT & auter FEant gy 294 Aaa g afvesr (e e
THd THTA UF SF H1 3T AT 5) & Fafeaq Sqatadi, g siuler agrag=h (9d) & AqHIGT & o7 St
T 17 o, FT T A F e S R oo 3= e #r 3g e | e arfEer o aveaw |
FATAT &1 T2 T TAT I 3g ~ATATAT o I (A & FATeerd Tl HIAATGAT I e AT & off;

3IY 37T T2 T AT Tt aArghe are (e THH T8 THTq a1 &gl AT 8) g7 fa=r
AT 9T ¥ ATH 9T A= FT o6 TATG A€ F 39 TRS T Al TeheTadT Sl GET sl Tl F & (o7 Uk
IT-afafa &7 T T o

A Iu-mafa T AfFatEr et qur gt F Aary aowel F e q9E-a9d 97 a1 TS
fafere Szt § =7 URSE &1 adier i off i frerfer £ off fF wqwramree + wigrefes + fRefm &t
THE T THETT Aol & e Faeqy qiHid 7 7le 6T & 7 Rl &1 Ao Fgregieded & 9 § gar g
AT IS T BIHAAAT Tl STATCHF Hehal o T IAT AT STTAT ¢ aF UHT Fofq § = TSN T aheTd
STET | STIUAT,

T TEIET 1€ 9 16 wEasl, 2015 T AT Ta=T 6847 JoF H TqHIATHATET + Higrafe +
Rerfam ff F TSR ST 204 TESET it T H F9TT T AT ATHERT AT U I T A 0E FA A
forrfer v off;
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3T, IFT TS T F Hafad e Ari=err SHT g2 9% o= ¥ FT=wrell & 97 &7 9 & diaen &
AT=E 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aq¥ ~FTATAT
2017 T THUALT(HT) 7. 7061 [AXT T I FIee? iHee Ua o= ¥ 3g9a 2017 i i@ erdier =.
22972 % arirE 15 femwax, 2017 &7 f&u s+ iy & a7 Aaer oo g 1 294 TSt & & $5 Uwe e
THENT Al & TAT 39 9T TG FA AT ATTH T FTUTET 2

ST, 9 f Rwrfer F e w Fe e 542 § % T U | safa e st oA
Frfrch e 72t & wgmamaTe + sigrefes + Rafam @ % vwd= i w1 37 ame F o e ot
T HATT &,

A NS, FealT TR, AW ST T AT Afarf=am, 1940 (1940 =1 23), F¥ 4T 26F FTT
TEed ARRAT HT TART Fd g0 3T I 6l ARl F e 9% Uqegel FAefoted sofer w1 fHwary
frfamtor, R siv e #ir =R § aorme 9= & wiafvg w7 dt 8-

“HTAE 3TN & o0 T + digrafed + Rerfae o = aivasor i Faa g

[T T 11035/53/2014-Fueergeft (w-111)]
=% T ¥ ST, S A

NOTIFICATION
New Delhi, the 1" January, 2019.

S.0. 232(E).— Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Chondroitin + Vitamin C is not rational inter alia Committee noted that these formulations are marketed as
nutraceuticals and if these formulations are claimed with therapeutic indications, in that case, these FDCs are considered

as not rational;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of

Glucosamine + Chondroitin + Vitamin C considered as irrational, which appeared in the list of 294 FDCs.

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;
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And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +

Chondroitin + Vitamin C is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-
“Fixed dose combination of Glucosamine + Chondroitin + Vitamin C for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
7% feeett, 11 STwast, 2019

. 3. 233(31).— AW {T \Taw Tt F=m, 1945 % A9 122 % 919 afeaq , iy i
TET TR SfAFad, 1940 (1940 7 23) Ft &7 33 T F qefie, ®1.H. 4 -146 /2007 - =¥ =, I 28
qaFaY 2007 gIT O TsAT ST €9 OsAAAT & aater [t gy 294 Aaa g afvesr (G e
THd THTA UF SF H1 FgT AT §) & Hafeed qatadi, g siuter agrag=h (9ed) & AqHIGHT & (o7 S
T T o, #r T A F e I R oo o= fAeent # 37 e ° fe ol o arerw |
FATAT &1 T2 T TAT I 3g ~ATATAT o I (Al F FATeerd Tt HIAATGAT I ek o907 & off;

3IY 37T T2 T AT Tt aarghe are (e THH T8 THTq a1 &gl AT 8) g7 fa=r &
AT AT ST AT I AT T F TATG ATE 7 37 THSTET 0] TResTadr i gLear i aer 3 & fou v
IT-FHTS F71 w37 T o,

A7 Iu-mafa T AfFatEr st qur gt F Aary aowel Fe q99E-a9T 7 area i TS
fafee ot & =7 TwSER f aher #i off siw frwrfrer £ of B g + figela + Rafaw &t +
e € + dlier aothe + Aifeaw dike + q@fRaw STSSiTaTRE T URSHET THeETd A5l § S aaeqy
afafa 7 e G & =3 wrjereet &1 e egrefewen F w7 # grar g a9 IR T BT A
SUATLICHSF Hehd | & HT ZTET ohaAT STTaT € a1 UHT ROfa # 37 URSTHT ol ToheTd dgi HTHT SITUAT;

Y TEIAT a1 9 16 wEadl, 2015 & Ao AaAT 68T doh H TqHIATHTET + Higrafe +
fRafam &t + fAfaw € + dvFiier aohe + @t aRe + S9fAaw eTeitTse F TR ST 294 THRS T
T GHT H I9TY T E FT ATHETT AT g0 3T T T 65 Feel il Henrieer 7 off;

3T, 3% URS T & "afea Re ari=rer I g2 9¥ o7 [ Arf=ewrel & |79 &0 9%d & S6gr &
A= 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aq¥ AT
2017 Y THUACT(HT) . 7061 [AT §9 FTH FEe< ((¥ce Ua o] ¥ 3g9a 2017 & Ffaer srfier 4.
22972 ¥ qrirE 15 feEwaw, 2017 &7 f&U s+ i & a5 Aaea 63 § % 294 TR & 9 Fg The el
THENT Al & TAT 39 9T TG FA AT ATTH T TUTET 2

AT, dE At RIS & Mg I Fead aeEe 9q¢ ¢ 6 29 URSHT § awqiag s&aaal #7 wils
et siferer 721 & v + Figrefed + e @t + Refaw € + §whs aethe + IR IRe
+ AW STTAFATEE F THSRY T START 7S F o0 Srfes quf 2ET §97e7 €;
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dq: A, FealT TLRIL, A T ToTeT ATy A=, 1940 (1940 =1 23), FT 9T=T 26%F FIT
TEed ARRAT FT TART Fd g0 3T Il AR % e 9% Uqegel Aefofed sofer w1 fHwary
farfawtor, ferer siw fAawr it s § acker yama & yiatvg #dt 8-

CHTEE ITANT % o e + wigrefes + feafim € + Refaw € + dris ook + @ikaw
TRE + AAFIN ST FATRE & TERA0 6 77 g

1.5, T 11035/53/2014-F0wmgw T (-1
=% T ¥ STy, S A

NOTIFICATION
New Delhi, the 1" January, 2019.

S.0. 233(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Chondroitin + Vitamin C + Vitamin E + Manganese sulphate + Sodium borate + Selenium dioxide is not rational
inter alia Committee noted that these formulations are marketed as nutraceuticals and if these formulations are claimed

with therapeutic indications, in that case, these FDCs are considered as not rational;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Glucosamine + Chondroitin + Vitamin C + Vitamin E + Manganese sulphate + Sodium borate + Selenium dioxide

considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +
Chondroitin + Vitamin C + Vitamin E + Manganese sulphate + Sodium borate + Selenium dioxide is likely to

involve risk to human beings;
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Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Glucosamine + Chondroitin + Vitamin C + Vitamin E + Manganese sulphate +

Sodium borate + Selenium dioxide for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
7% feeett, 11 STwast, 2019

1. AT, 234(3H).— AT T TETeT AU F9w, 1945 F A9 122 T & 91 qfeq , Swe &7
TET TR AT, 1940 (1940 7 23) Ft &7 33 T F Aefie, ®1.H. 4 -146 /2007 - = @, e 28
qaFaY 2007 gIT O TsAT ST €9 UsAAAT & auter [t gy 294 Aaa g afvesr (G e
THH TATA UF SF AT Fgl AT ) ¥ FAteerd SAqAT0 AT, Sve, AT AFTAEASF (FTXT) F ATHIGT o To=T SIS
T T o, #r T A F e S R w3 et = 37 A ° fe ol F oarerw |
FATAT & T2 T TAT I 3g ~ATATAT o I (AT F FATeerd Tl HIAATGAT T ek o907 & off;

SIY 39T q T AT el ATghT are (SE THH 8 THTq dI Fal AT 8) FRT A= fHar
AT AT ST AT I AT T F THATG ATE 7 37 THSTET 0] TeResTadr i et i Tt 3 & forw v
IT-FHT F71 W7 T o,

i Sy-afafa 7 AfFatar S o quhrt F 91 w7 qu-gHT 97 A i T
fafee St & = vl it wher # off sz Rrerfer &1 off B e + $earaw + e +
weifds TRie 1 THESEN qEEa A8l g dedaeqy @ffd 7 de B oz wrgereEt w1 fEaee
e fched & &9 H AT § a9 I3 39 RIHALAT 1 STATHE Gehdl & a1 IAT AT STaT g ar UHT
Rafa & =7 THSTHT FT ToHeRTT A8l GTHT SATUIAT;

T TET JIE F 16 wady, 2015 7 Ao oot 68T JoF H sgahamTeT + Hhfeahiw +
Hrefier + weifda ufte & TwSHT ST 294 THESET i qHAT H IATT AT T SATEET AT g0 IH T
sfafrg e it fRrmrfeer 6 of;

3T, 3% URS T & "afea Re ari=rer I g2 97 o+F [ Arf=rewrell & |79 &0 9 & S6gr &
AToR 139 & o AT AT % AT I=adH ATATAT I FTRA 0l T & ST AT I=aaqd A=A
2017 Y THUAC(HT) . 7061 [AT §9 FTH FEe? ((¥ce Ua o] ¥ 3g9a 2017 Fr Ffaer srfier 4.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U st i & a7 Aaea 6o § T 294 TREET & § Fg The el
THENT Tol § TIT 39 T (A T0G FA AT ATTH AT STUTerd &

AT, e A RIS & ML I Fead aeEr 9q¢ ¢ 6 29 URSHT § awqfas s&agal #7 wils
et oo 981 8 TqhaTHTET + Foahie + ANHIST + TEhila® TS & The [ AT ITIN 7T 6
oo Sifem ot AT 59Tey 8;

dq: A, FealT TLRIL, AT T ToTe Ay o=, 1940 (1940 1 23), FT 9T=T 26%F FIT
Tacd TRAl T TART FXd g0 3T ale il [RIer & S ¥ Uaagn Metatgd srafer &7 Ewarsd
farfawtor, R siv fAawor it s § acre yama & yfafvg Fw#dt 8-
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“HIME ITANT & o7 TqaEm™TET + Hfeahde + IS + TEhifas ge & afeaao & [Faa
G|

1.5, T 11035/53/2014-S0wmgw T (aT-111)]
=% T ¥ ST, S A

NOTIFICATION
New Delhi, the 1™ January, 2019.

S.0. 234(E).— Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court

stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine

the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Glucosamine + Cholecalciferol + Manganese + Ascorbic acid is not rational infer alia Committee noted
that these formulations are marketed as nutraceuticals and if these formulations are claimed with therapeutic

indications, in that case, these FDCs are considered as not rational;

And whereas, the Board at its 68" meeting held on 16™ February, 2015 recommended prohibition of
FDC of Glucosamine + Cholecalciferol + Manganese + Ascorbic acid considered as irrational, which
appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain

FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Glucosamine + Cholecalciferol + Manganese + Ascorbic acid is likely to involve risk to human

beings;
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Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with

immediate effect:-

“Fixed dose combination of Glucosamine + Cholecalciferol + Manganese + Ascorbic acid for

human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARY, Jt. Secy.

FferET
T2 faeett, 11 S9aT, 2019

1. AT, 235(3F).— AT [T ToTe U Faw, 1945 F fFaw 122 T & 91 qfeq , Swie &7
TET TERAT ST, 1940 (1940 7 23) Ft &7 33 T F Aefie, ®1.H. 4 -146 /2007 - =¥ =t e 28
TaFaY 2007 gIT O TsAT ST €9 OsAAAT & auter [t gy 294 Aaa g afvesr (e e
THd THTA UF SF H1 FgT AT §) & Hafeed qatadi, g siuler agrag=h (9ed) & AqHIE & o7 St
T 17 o, FT T F F e S R oo 3<% et #r 3g A | R arfEeer F averw |
FATHT &F T AT FAT IF IF AT 7 3% et T gafeua vt wranfEet av O awm & of;

3IY 39T qe T AT Tl aArghT are (S THH 8 THTq dI Fal AT 8) T A= fHHar
AT AT ST AT I AT T F TATG ATE 7 3 THSIET 0] TResTadr i gLear i Tt 3 & fow v
IT-ATHT T T3 fhaT o;

AT IT-AAfa T FARETar S 99T TgTER F A qowe w6 guE-a9T 97 g i T
fafore Szt ® = USSR it ofear i ot v frerteer £ off o sqamaee + Sl w1 TR adE
Tl § e gaeqy afafd 7 9 G G =7 wrjeest w1 v sEregfesed ® 7 § grar g agr % =
ETHALHT Tl ITATLCHS Tehdl & T AT To6AT SITAT § ar UHT Afq § =9 THSHT &l THed Tgl dT
STTUNTT,

ST AEAATE a7 7 16 Feasl, 2015 FT AT o+t 6847 FoF H g rarre + Aier F THSHT
ST 294 THSTHT il G=T § FATT T & T ATHETT AT g0 39 T TTTog e it FEeprteer $7 of;

3T, 3% URS T & "afea Re ari=rer I g2 97 o7 [ Ar=wrell & |79 &0 9%d & S6gr &
A= 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aq¥ ~FTATAT
2017 T THUALT(HT) 7. 7061 [AXT &9 I9H Fee? Hee Ua o] ¥ 3g9a 2017 it i srdier =.
22972 ¥ qrirg 15 faawaw, 2017 &1 fou sraq fAofr § 72 aa=rs fham 8 FF 294 vt & & $mg wwdhiet
THET qol § TIT 39 T (A T0G FA AT ATTH AT STUTerd &

AT, dE At RIS F Mg I Feald aeEr 9q¢ ¢ 6 29 URSHT § awqfas s&aaal #i7 s
et siferey a8t € TqaramaTe + BT  THSTET T ST 4199 o for Sirfers quf geT §91eyT 8;

I A, FealT TR, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT
Tacd QThAl T TART FXd g0 3T ale il [RIer & ST ¥ Uaag Mefatad srafer &7 Ewarsd
fafawtor, fesrar =i farawor &t safea # ok yamE & gfafug w2

AT 3TN o o0 TR + ARST & a7 i fFaa g
[T 5. T 11035/53/2014-ST0wag# T (ArT-111)]
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NOTIFICATION
New Delhi, the 1"y anuary, 2019
S.0. 235(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Manganese is not rational inter alia Committee noted that these formulations are marketed as nutraceuticals and if these

formulations are claimed with therapeutic indications, in that case, these FDCs are considered as not rational;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of

Glucosamine + Manganese considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +

Manganese is likely to involve risk to human;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-
“Fixed dose combination of Glucosamine + Manganese for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARY, Jt. Secy.

st
7% feeett, 11 STwast, 2019

1. 3. 236(31).— Ao T ToTaw Tt 7w, 1945 % A9 122 % 419 ofsaq , iy Y
TET TR ST, 1940 (1940 7 23) Fit &7 33 T F qefie, ®1.H. 4 -146 /2007 - =¥ @, e 28
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qFFET 2007 FT G TSAT 3T 69 AT F uter FA=ai geT 294 Fua gere attaa o (e w9
THH TATA U SF AT Fgl AT ) ¥ FAteed AqA 01, Svg, AT ATAA=F (FTLT) F ATHIGHT o To=T SIS
TR 7 o, FT T F w e S R oo 3 e #r 3g A | e arfEer F aveaw |
FATH &F T AT TAT IF I ATATA 7 3% et T gafeua vt wranfRet o O e of;

SIY 39T qe T AT e el AT are (S THH 8 THT d1 Fal AT 8) G A=
AT 9T ¥ ATH 9T A= FT o6 TATG A€ F 39 TRS T il TeheTadl Sl GLET sl Tl FLe & (o7 Uk
IT-afafa 1w fFrar O

e sy-afafy F BTy @t qur qoramet F ary 9wl w6 gHg-98g 97 g fi TS
fafere Szt § =9 RSN i wltear & oft s Rt 1 off & g + ARe@Re + s
YR FT THSTHT TR Agl g A-Taeqy ardrd o e FBrar o =9 SRjere™t &1 oo ergiesed & &9
H AT § TAT TS 37 FIHALHT Tl STATCHE Hehd | 6 T2 AT AT STTAT g ar VT i § = TwetEr &1
ThETT gl HIAT STTUAT;

T T S T 16 BaT, 2015 FT A AT 6841 doF H Tqh|MTE + AR +
STERAYTES R F TRSHT ST 294 THESTHT T T=AT § ATT M0 § FT ATHe0Td q9d g0 39 9 Ifafirg
e i ferrfer fi oft;

AT, IFT THS T F Hafea e Arf=err SHT g2 9% o= ¥ FT=wreli & 97 &7 9 & e &
AR 139 & & ST WA F AT I=adH ATATAT I FTRA 0l T & ST AT I=aqd A=A
2017 T THUALT(HT) 7. 7061 [AT 9 I Fee? Hee Ua o] ¥ 3g9q 2017 i i@ erdier =.
22972 % arirg 15 femwa, 2017 &7 AU sro+ i & a7 Aaer ham g & 294 TSR & & F5g Uwe e
THET Tol § TIT 39 T (A T0G FA AT ATTH AT STUTerd &

ST, are it RIS & Mg T Frald aea 9q¢ § 6 39 TRl | waide s@agal &1 s
e st 9871 § 7RIS + ARG + STSAATET G & The €1 $ ITART J194 & (o
STITH QU7 gIHT §977 &,

qq: A, Frald GLRIL, MUY AT THATE TTHIAT ATAT7,1940 (1940 F7 23), FT g7 26%F T

TEcd ARRAT HT TART Fd g0 3T I 6l ARt F e 9% Uqegel Afoted sofer &1 fFwary
fafamtor, fasrr sie faaeor it safea § qerra yame & wfafug w0 8-

“HIAE ITAN [0 TqHIETTET + AREEET + SEAASS gehid & qrea=r i Faa
GITF"|

1.5, T 11035/53/2014-ST0wmg T (-1
<t T ¥, ST, HopE A

NOTIFICATION
New Delhi, the 11" January, 2019
S.0. 236(E).— Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122 E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;
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And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Mecobalamin + Dimethyl Sulfone is not rational inter alia Committee noted that these formulations are marketed as
nutraceuticals and if these formulations are claimed with therapeutic indications, in that case, these FDCs are considered

as not rational;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of

Glucosamine + Mecobalamin + Dimethyl Sulfone considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +

Mecobalamin + Dimethyl Sulfone is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Glucosamine + Mecobalamin + Dimethyl Sulfone for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
7% feeett, 11 STast, 2019

1. M. 237(3).—ATwfer i y=Te arRft 7w, 1945 % 9w 122 3 & 919 9fsa , oiofy i
TET TR AT, 1940 (1940 7 23) Ft &7 33 T F qefie, ®1.H. 4 -146 /2007 - =¥ =, e 28
qaFaY 2007 gIT O TsAT ST €9 OsAAAT F auter FEant gy 294 Aaa g afvesr (e e
THE THTA UF SF H1 FgT AT §) & Fafeaq qatadi, g siuter agrag=h (9d) & AqHGT & o7 St
ToRaT TT o1, T T A o Aeer ST R T o 3R Heer T Ig |mEed § Re Jriee & Aread ' JAr
2 TS off TAT I IF AT o I Q90 | Fafeera Tl FrAATGAT 9¢ T T & ofF;

3IY 37T T2 T AT T el aarghe are (B THH T8 THTq a1 &gl AT 8) g7 fa=r &
AT AT ST AT I AT T F TATG ATE 7 3 THSTET 0l TRasTadr i et i a0t 3 & fow v
IT-ATH T T3 fhaT o;
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AT IT-Atfa F BfAEEr @ IO TR F AT qEe w aHI-a9d O e T
fafee St § = TwSTET it alrar f off siv e £ off B g + AR w71 vES
THENT qgl & AFAEqY ATHIA o qle AT o 37 BIHALHT AT (@00 e ched & &9 H gl g ad7 T
T BT T STATCICHE Hehd | % AT AT AT STTaT & a7 VT i § =7 TwSTET il TohenTd Jgi 91T
STTUITT,

Y TEAETE a1 9 16 wEal, 2015 FT A a1 68T JoF H TqHIGMETET + ARETARAT *
TS T ST 294 THETHT T AT H I T & HT ATHETT AT g0 IH T T 65 Feed il FEenrieer ¥ of;

ST, IFT THS T F HaTed e AT=eRT SHT g 9¥ 31+ ¥ A8l % 97 il AT 6 S1aemT 6
A2 139 & o AT A F AT I=adH ATATAT I FARA 0l T & ST AT I=aaqd A=A
2017 T THUACI(HT) €. 7061 [AT §9 FTH FEeT ((Hce Ua o] § 3g9a 2017 = F&faer srfier 4.
22972 ¥ qrirE 15 fegwaw, 2017 &7 f&U s+ i & a7 Aaea 6 § T 294 THEET & § Fg The el
THET qol § TAT 39 T (TG FA AT ATTH AT STUTerd &

3T, A1 RIS % SMeY 9% Fvxld 83 9q¢ ¢ [ =0 TRl § eqiae s@aadi & s
Fferc i sfiferes 72T € TqRETHTEA + ARATATAT F TR HT ST 94 o (70 S[IEw of geT S99
e

dT: A, FealT TLHIL, A T ToTeT ATy A=, 1940 (1940 =1 23), FT 9T=T 26%F FIT
Tacd QTRAl T TART FXd g0 3T &S i [RIel & ST 9¥ Uaagn Mefatead srafer &7 Ewarsd
farfawtor, ferer siv e v s § aore yama & yiafvg F#dt 8-

TS ITART F {70 TqahamaTes + AT & Gy i Foa gas|

1.5, T 11035/53/2014-F0wrgw T (-1
<t T ¥, ST, Hop A

NOTIFICATION
New Delhi, the 11™ January, 2019.

S.0. 237(E).— Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Mecobalamin is not rational inter alia Committee noted that these formulations are marketed as nutraceuticals and if

these formulations are claimed with therapeutic indications, in that case, these FDCs are considered as not rational;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of

Glucosamine + Mecobalamin considered as irrational, which appeared in the list of 294 FDCs;
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And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +

Mecobalamin is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Glucosamine + Mecobalamin for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARY, Jt. Secy.

st
T2 faeett, 11 SaT, 2019

1. AT, 238(3().— AT [T TETe" AT 9w, 1945 F FFw 122 T & 91 qfeq , Swiey &7
TET TR STfAad, 1940 (1940 7 23) Ft &7 33 T F Aefie, ®1.H. 4 -146 /2007 - =¥ =, e 28
qFFE 2007 FT G91 TSAT 3T 69 AT F ruter FAsai geT 294 Fua gere attagr (e s
THh TATA UF 1 I T TAT &) & FAload A1, [Sreg e Fgriag=ah (W) & AqHIGT & (o7 St
ToRaT T o1, T T A o Aeer ST R T o SR Heer o Ig AmEed § e Jriee & Aread ' qAr
2 S off TAT I IF SATATAT o I (Aeen T gafeera gl FwrAareat 9% T v o of;

SIY 39T q T AT T el aATghT are (S THH 8 THT dI Fal AT &) G A= fHar
AT AT ST AT I AT T F THATG ATE 7 37 THSIET 0] TResTadr i gLear i aer 3 % fou v
IT-ATH{T T T BT o

i Iy-afafa 7 AfFEtar St o qudrt F 91 w7 qu-gHT 97 A i TS
faf Joat § == vRSET At wher i off siv R ft off & e + e + e
Hiearaw T THRSHT THETT Al 8 Aegaeqy ARt 7 dre v B == wreest w1 v Aergfeden
& H ZIAT ¢ 9T AT T BT Al STATCHT Fehd| % TTS IAT FRAT STTAT g ar UHT At § 3 TwRSrEr
T THRENT AGT JTAT STTUAT,

T AT S F 16 BALT, 2015 FT Ao dIAT 6841 doF | THETIEA + APEQAAT +
e Sfeaas F TwSHT ST 294 THESTET AT G F T T E FT ATHETT AT gU 39 9T TfAforg Fw Ay
IEEANREARI

T, IFT TS T § Hafera e Arf=err SHT g2 9¢ o+ ¥ FT=ewreli & 97 &7 9 & diaen &
A= 139 F o (eI AT & A SoAqH ATATAT Fl AT 0l T AT 3T AT I=aqd ATATAT
2017 T THUACT(HT) &. 7061 [AT §9 FTH FEeT ((Hce Ua o] ¥ 3g9a 2017 & F&faer srfier 4.
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22972 % qrirg 15 femwax, 2017 &7 f&u s+ i & a7 Aaerw oham g 1 294 TSR & & F5 Uwe e
THET TGl & TAT I I¥ TAg FT AT AT9] AT FATEq 2

3T, A1 RIS % SMe % Frald T3 9q% ¢ & 0 UheEl § qiae s@aadi &l s
e siferer 751 & e + AP + e Sfoaaw F s #1 31N 7Wa + oo
STITEH QU7 gIHT §977 &,

A A, FralT GLRIE, AT T ToTeT qaradt dfaf==m,1940 (1940 =1 23), FT 9= 26% FIT
TEed ARRAT FT TART Fd g0 3T I i AR % e 9% Uqegel FAefofed sofer 1 fHwary
farfawtor, R siw e it s § acke yama & yfafvg #dt 8-

“HIAE 3TN & o7 IR + Aharaae + e Sfeaam & afrasr it Faa g+

[T TR 11035/53/2014-Fueergeft (wr-111)]
<t T ¥, ST, Hop A

NOTIFICATION
New Delhi, the 11" January, 2019
S.0. 238(E).— Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High

Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and

safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Mecobalamin + Milk calcium is not rational inter alia Committee noted that these formulations are marketed as
nutraceuticals and if these formulations are claimed with therapeutic indications, in that case, these FDCs are considered

as not rational;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of

Glucosamine + Mecobalamin + Milk calcium considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and

are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +

Mecobalamin + Milk calcium is likely to involve risk to human;
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Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public

interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Glucosamine + Mecobalamin + Milk calcium for human use.

[F.No. X.11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARY, Jt. Secy.

st
T2 faeett, 11 S9aT, 2019

FT. 3. 239(37).— AT T AT ATHAT 79, 1945 F 99 122 £ & 917 qioa, sofar
A JHTES AT AfefEEw, 1940 (1940 T 23) &t 91T 33 T o Fefid, F1.H. 4 -146 /2007 - =¥
T, AT 28 qaFaw 2007 FIT T T=AT T T9 TsAE AT 6 Aoty HEaht geT 294 Fud guw
qeasor (S8 =899 9% 797 TF SF #f Figl 7 8) & "qateaa sqatadr, S srafer agriag=s
(ATXA) o AAHIEH o TaAT ST TRIT AT 9T, &l T LA 6 (&9 ST U 0 9| I el &°f 35
=T # T i & aread & FAT & T A7 997 3% 3g AT 7 3 [t 7 qateq
T FEAATRAT 9T T A7 & T,

T IFT qe IT AT Tl geArgate are (e =897 28+ T27q a1 Fal AT 8) T
= foraT 3T o7 Y 9718 9% A= 3 & TETq 9IS § S RS &l JeheTadT 3T qLEr @l
T FA & [o70 UF IT-FHTT FT T & om;

¥ Iy-afyfa T FFwTar Sy U T F /T 999 Fh GHT-99T 9 Iorg iy
TE At St § = UwSTH & adrer & off o e 1 off & e + e
qERATSA W wqﬁﬁaﬁmﬁ%waﬁﬁ#ﬁz%%ﬁwﬁ%ﬁmﬁw
ST [EHhed & & | gl § T9T TS T BIHALH] Hl STATHF Hehd| & 9T ZTaT 63T S1av g
T UHT fRafa & =9 UHSTET T THETT qGT WIAT SITUAT;

3T TEIHTE A1 7 16 FZat, 2015 & AT 9T 68T J2F & Tqaram™TeT + e

EHATEA HIA9 F THEIET ST 294 THIHT T AT § ATT MT & FT ATHETT A9 T IH T
sttt Fe it frmrfeer £ of;

AT, IFT THSHET § Fateq e AT T {eg I AT (X ATTeTe 6 a1 &l q°d 6
HTEGTT & A =es 139 & & oTefd AT & AT Soadd ~FTATAT I AqTd #hl e oA 3T g7
S=AaH FTATAT 7 2017 T THTAGT(E) 7. 7061 [WTRT &5 F9TH REAL (7S UF o] & I9q
2017 # f&faer srfier /. 22972 # qira 15 faawaw, 2017 &1 R0 sra+ =i & 75 Ja=a<h AT g
T 294 THSTHT § | & THSTHT AaerTd Aal g AT I 9T T TUG FLT T aTTH AT STUTerd &

AT, TS I RIS o AT T el T G 6qE ¢ 1o o0 URSTEl H A=qag daadl &7
Frs e sfifere 981 8 TqaramTed + eTse aehmTsd 89 & TR 7 STIRT 7199 &
forT StTfes qot 2T §97e 2;
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qAq: A, FealT TLHRL, AT T TATLT GrOAT Tfer=aa, 1940 (1940 71 23), ¥ 9T=T 26%F
ZTXT Y& QTRAT T TFNT F3d g0 ST TS il [RRTE & STETY 9% Uqagl Meafefed sroter 7
fasrarer fafamtor, faser sie faaeor it smfRa ® dorrer yara & wfafvg Fwdt 8-

AT TR & [T IqehramaTs + s aedmres {89 & afewsr it Faa g

[FT.5. T 11035/53/2014-S0wmgw T (-1
=% T ¥ ST, S A

NOTIFICATION
New Delhi, the 11™ January, 2019.

S.0. 239(E).— Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Methyl sulfonyl methane is not rational inter alia Committee noted that these formulations are marketed as
nutraceuticals and if these formulations are claimed with therapeutic indications, in that case, these FDCs are considered
as not rational;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Glucosamine + Methyl sulfonyl methane considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied that there is
no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of Glucosamine +
Methyl sulfonyl methane is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Glucosamine + Methyl sulfonyl methane for human use.

[F. No. X. 11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARY, Jt. Secy.
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FferEaT
T2 faeet, 11 S9aT, 2019

FTAT. 240(37).—3ofer i garee arElt =m, 1945 & fFaw 1228 & 919 ufsq, srwfy &7
TETA ATHIAT srfarfeEE, 1940 (1940 T 23) #¥ 4y 33 d F 7efiH, WIL.H. 4 -146 /2007 - & HT, aEE
28 TaFa¥ 2007 FTT AT TSAT 3T T TSASAT ok ety et g 294 Faa g aftwg (G e
THE THTA UF SF H1 FgT AT §) & Fafeaq Sqatadi, g suter agrag= (97d) & AqHIGHT & o7 St
ToRaT ITT o1, T T A o Qe ST 0 1T 2| 36 THeer &1 S AT § Re ATt & 7read | A r
2T L off TAT I IF ATATAT o I (Aeen T gafeera gl FwrAareat a8 T v o of;

SI¥ 39T qe T AT Tl aATghT are (SE THH 8 THTq a1 Fal AT 8) T A= fhar
AT AT ST AT 9T AT T F THATG ATE 7 3 THSIET 0] TResTadr i gLear i aer 3 & fou v
IT-gHTS F71 w7 T o,

A7 IT-mafa T AfFatar @t qur gt F Ary aowel F q9E-a9T 97 artea i TS
fafe Jot § = wwdeT & ahvear 1 off s fArfver i off B s + Reree gesEee fEF +
Hereer AR F1 TFRERER TEFET GE 8 semeeqy afffa F Je G oz et w1 fAoe
e fched & &9 H gAT § a9 I3 39 FIHAAAT ] STATCHE Ghdl & 919 IAT AT STaT g ar Ut
Rafa & =7 THSTET FT TR T8l GTAT SATUIAT;

Y LA a1 7 16 FEar, 2015 & AT AT 6841 do% H g™ + fHarsa
qehIATEe {199 + Hereer AR F THESE S 294 UESET T LA H F9TT T § AT STTHETT AT g0
I 9T Uiaftg & 6T fEroarfer & o

3T, IFT THS T § Haferd e Arf=err SHT g2 9% =7 ¥ FT=wreli & 97 &7 9 & e &
AR 139 & o ST A o AT I=adH ATATAT I FTRA 0l T & ST AT I=aaqd A=A
2017 Y THUAST(HT) &. 7061 [AT §9 FTH FEe< ((¥de Ua o] ¥ 3g9a 2017 & F&fae srfier 4.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U sra+ i & a5 Aaea 6 § 1 294 TREET & § Fg The el
THET Agl g TAT 39 T (TG FLA JT ATTH AT TUTerd &

3T, arE At RIS & Mg T Fvald aeai 9q¢ § 6 39 TRl § swaide sagal &1 il
e e 951 § qhamE + e aenmTsa fiuq + deme #Ree F TFRERT &1 37
AT % oI e 9ot T T9r=T ¢

dq: A, FealT TR, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT

Tacd ThAl T TART FXd g0 T &S il [ARIer & ST ¥ Uaag Meatatad srafer &7 Ewared
fafator, fasrar =i faawor &t safea # aorre yaE & gfafug w2

“HIE ITART % o0 sqahramres + s genmmee #em + fersa aRee F aftws i Faa
GTF"|

[T, €. T 11035/53/2014-STTHFIHT (FTT-111)]
NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 240(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers under
section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and Cosmetics Rules,
1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses issued by the said Drugs
Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as FDCs) which were licensed without
approval of Drugs Controller General (I). The said directions were challenged by the way of writ petition in the High
Court of Judicature at Madras and the said High Court stayed all proceedings in relation to said directions;
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And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be referred
as the Board) and the Board after consideration of the matter constituted a sub-committee to examine the rationality and
safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of Glucosamine +
Methyl sulfonyl methane + Cetyl Myristate is not rational inter alia Committee noted that these formulations are
marketed as nutraceuticals and if these formulations are claimed with therapeutic indications, in that case, these FDCs are
considered as not rational;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of FDC of
Glucosamine + Methyl sulfonyl methane + Cetyl Myristate considered as irrational, which appeared in the list of 294
FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue were
transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the Hon’ble Supreme
Court in its judgement dated 15™ December, 2017 in Civil Appeal No. 22972 of 2017 arising out of SLP(C) No. 7061 of
2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain FDCs out of 294 FDCs are not rational and
are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug FDC of
Glucosamine + Methyl sulfonyl methane + Cetyl Myristate is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits in the public
interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Glucosamine + Methyl sulfonyl methane + Cetyl Myristate for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-I1I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

FferET
T2 faeett, 11 S9aT, 2019

FAT. 241(3).—ToTS 3T v ardlt 9w, 1945 & 99| 1228 & 979 afeq , awfd &7
TETA ATHIAT srfarfeEE, 1940 (1940 T 23) #¥ 4Ty 33T * e, H. H. 4 -146 /2007 - A, AEE
28 FFFE, 2007 FRT O TSA1 ST € LA A0 HIAhr gT 294 FAd g atewsr (e
THH THE THTG U S H1 gl A7 8) H gatead sqaraar, g srafer agii=a=e () & SFqHIET & faar
SITET FoRAT IT97 T, 7 T8 & o foaer S 3o 1o o) 36 et &t 3g =marera § e arf=er & qremm a
FATH &F T AT TAT IF IF AT F 3 et F gafeua vt wranfEet aw O awm a of;

3IY 39T qe T AT Tl AT are (S THH 8 THT a1 Fal AT 8) FRT A= fhar
AT AT ST AT I AT T F TATG ATE 7 37 THSIET 0] TResTadr i et i Tt 3 & o v
IT-FHT F71 W= T o,

A AT 7 BfFAEEr @ IO THTET F AT e wie aHI-a9T O A T
fafoe et # =7 Ut & it #ir ofF s e i off & g + Reafaa & + Sfeaaw +
Froreer aemATee N9 + Figrsles + A 1 TEHET T 921 € sreraeqy afufa F 9 G G ea
ETHAAAT T o <eregfeded & &7 § AT g ToT I3 37 RIHALH] [ STATLCHE Hhdl & 12 &TaT
TR ST 8 a7 U Rurfa § =9 UwSTEY T aohEeTd A8l /AT SO,

ST TEIEW aTE 7 16 FH2adr, 2015 7 AT a1 68T JoF | qamamTey + Rerfam ot +
Sy + Mryreer aemATs M99 + Figrefes + e F TR ST 294 THESER Fir =T H Fori0 U
T SATHET AT gU I T TTA TG FLer 6l [Ereprieer i of;

3T, IFT THRS T § Haferd e Arf=ert SHT g2 9% =7 ¥ FT=ewrell & 97 &7 9 & diaen &
AR 139 & & AN TR o AT I=adH ATATAT I FTRA 0l T & ST AT I=aaqd A=A
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2017 T TEUAT(HT) F. 7061 [AXT 9 F9 9 Free? iHee Ua o7 ¥ 3g9a 2017 i = srdie =.
22972 % qrirg 15 femwa, 2017 &1 f&u s+ i & a7 Aaerw oham g 16 294 TSRt & & F5 Uwe e
THEIT Gl & TAT 39 I¥ TAg FTA AT AT97 AT FATET 2

3T, 91 RIS % oMeY % Frald 83 9q8 ¢ [ =0 TRl § eqiae s@aadi & s
frctT siifea 951 § e + Reafa f + Seaaw + Muse gonFTse {9 + FigefeT +
Harefior 3 TRSTER T START AT o forw Srfe ot g darer g

Aq: A, FealT GLRIE, AT T ToTeT qaradt dfaf==m,1940 (1940 =1 23), & 9= 26%F FIT
TEed ARRAT HT TART Fd g0 3T Il ARt F e 9% Uqegel Aefoted sofer &1 fHwary
farfawmtor, R siv fAawr it s § aore yara & sfafvg F#dt 8-

TS ITAE % for sgeramaTe + fRerfie dt + SR + e aewee fi9F + wigrefes
+ Farefier F wfersror £ o g

[®T. €. T 11035/53/2014-STTHFTHT (WTT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 241(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Glucosamine + Vitamin C + Calcium + Methyl Sulfonyl Methane + Chondroitin + Manganese is not
rational inter alia Committee noted that these formulations are marketed as nutraceuticals and if these
formulations are claimed with therapeutic indications, in that case, these FDCs are considered as not rational;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of
FDC of Glucosamine + Vitamin C + Calcium + Methyl Sulfonyl Methane + Chondroitin + Manganese
considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Glucosamine + Vitamin C + Calcium + Methyl Sulfonyl Methane + Chondroitin + Manganese is
likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
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prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Glucosamine + Vitamin C + Calcium + Methyl Sulfonyl Methane +
Chondroitin + Manganese for human use”.

[F.No. X.11035/53/2014-DFQC (Pt.-1II)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

FferEaT
7% feeett, 11 STwast, 2019

FAT. 242(H).—3Nofer i gore= arft =, 1945 & 9w 1228 & 919 ufsq, srwfy &7
TETA ATHIAT srfarfeEE, 1940 (1940 T 23) #¥ ey 33T * e, F. H. 4 -146 /2007 - = A, AEE
28 TaFa¥ 2007 FTT AT TSAT 3T T TSAGAT h aveteyr et g 294 Faa g aftwg (G e
THE THTA UF SF H1 FgT AT §) & FAiearq i, g siuler agrag=h (9d) & AqHIGHT & (o7 St
ToRaT T o1, T T A o Qe ST 0 1T 21| 36 THeer &1 S AT § Re ATt & 7red | Al
2 TS off TAT I IF AT o I Q90 | Gafeeara Tl FrAaTed| 9¢ T 9T af of;

3IY 37T T2 T AT Tt aarghe are (B THH T8 THTq d1€ &gl AT 8) T fa=r &
AT 9T ¥ ATH 9T A= FT o6 TATG A€ F 39 TRSHT Al Qe Tadl Sl GLET sl Tl FL & (o0 Uk
IT-FHT F71 w7 T o,

AT IT-AAfa T FAFRTTEr S 99T TuwgTER F Ay qowe w1 guE-a9T 97 g i T
fafere Szt § =9 URSHT it qdrer A ofF s e £ ofF o e + Rafia @+ fafRa $ +
HIGTEfeT Tohe + AT aenATEe {7 + HIST 9ohe T THS (M THEd gl g STeaaeqy ATHd o A7
R o6 =77 BT &7 o gregfesmed & 9 H 21aT ¢ T9T I(e 7 RIHAMAT I STATLHE Hehdl 6
T T oRaT SITaT 8 a7 UHET ot § = URSTET FT ToheEeTq del /AT S0,

ST TEIEW aTE 7 16 LAy, 2015 7 AT a1 68T JoF | IqahamTey + fRerfam @t +
Rafm € + FigrefeT avhe + Rumse aewimTed AT + AT Ghe F TESE1 ST 294 THESTET il AT
H ZATT U & Tl ARG AT g0 3T T FTA g T sht Forewrier #ir of;

3T, 3% RS T & "afea Re ari=rer I g2 97 o+F [ Arf=rwrel & |79 &0 9% & S6gr &
A= 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aq¥ ~FTATAT
2017 T TEUALT(HT) F. 7061 [AT 9 I Fee iHee UTa o= ¥ 3g9q 2017 i = srdier =.
22972 ¥ ardre 15 famwaw, 2017 & 2w sraw Aol # =12 waq=a=s fram & & 294 vwi=ht § ¥ g vy
THET qgl g TAT 39 L (TG FHLA JT ATTH AT TUTerd &

3T, are it RIS & Mg T Frald aea 9q¢ § 6 39 TRl H§ swaide sagal &1 s
el siferer 72t & e + R @ + i € + Figefs oo + Ry e
AT + AIIST e & TS €1 T ITANT HT9F o ([T STTEH quf 24T H9T17 2;

dq: A, FealT TR, AT T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT
Tacd TRAl T TART FXd g0 3T ale il [RIer & S ¥ Uaag Meatatad srafer &7 fEward
farfawtor, R siv fAawr it s § aore yara & yiafvg F#dt 8-

CHTE ITART T sgeraraTed + Rafaw dt + Rafaw € + figefeT avhe + Rruanss aenew
H1A7 + Hvier g&he & T A FEa g

[®T. &. T 11035/53/2014-STTHFIHT (WTT-111)]
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NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 242(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28th November, 2007for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Glucosamine + Vitamin C+ Vitamin E + Chondroitin sulphate + Methyl sulfonyl methane + Manganese
sulphate is not rational inter alia Committee noted that these formulations are marketed as nutraceuticals and
if these formulations are claimed with therapeutic indications, in that case, these FDCs are considered as not
rational;

And whereas, the Board at its 68" meeting held on 16™ February, 2015 recommended prohibition of
FDC of Glucosamine + Vitamin C+ Vitamin E + Chondroitin sulphate + Methyl sulfonyl methane +
Manganese sulphate considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Glucosamine + Vitamin C+ Vitamin E + Chondroitin sulphate + Methyl sulfonyl methane +
Manganese sulphate is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Glucosamine + Vitamin C+ Vitamin E + Chondroitin sulphate +
Methyl sulfonyl methane + Manganese sulphate for human use”.

[F. No. X. 11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.
g
TE faeeft, 11 ==Y, 2019

FAT. 243(3).—oTY 3T v arlt 9w, 1945 & 99| 1228 & 979 afeq , awfd &7
TaTe AT srferfeaw, 1940 (1940 1 23) #FY =T 337 F Fefie, 1. H. 4 -146 /2007 - =¥ I, @
28 FFFEE, 2007 FT 9T A1 S €F LA F AT FEEHt gy 294 Fud g atrwsr (G
THH THE THTG U S HT gl A7 8)  gateda sqaraar, g rafe agii=a=e (9d) & a1 & faar
ST FoFT 17 o, Y 72w o e S R o s et i 3g = § e arfEer F arerm

FATAT & T2 T TIAT I 3g ~FATATAT o I (A0l & T Teerd Tt HIAATGAT I e o907 & off;
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3T IFT e, T AT Tt drgaht are (S 208 38 TET a1 Fal T97 8) FRT A= Bwar
AT 9T ${I¥ JTH 9T A= FT o6 TATG A€ F 39 TRS T ol TeheTadl Sl GLET sl Tl FL & (o7 Uk
IT-FHT F71 T T o,

A IT-AtafT 7 FfAEEr S T THTET F AT I w aHI-a9T 9 e e
AT ol § =7 URSIET it q2rer &t of e Frer #iv off 7 Iq@HamIsT gehe + Rigrsied aehe +
Rafm 1 + Al &1 TR TR 92 € seraeqy afate 7 qe B G ew st @ fee
e fched & & H AT § a9 IQ 3 BIHALAT ] STATCHE Ghdl & A1 ITAT AT STaT g ar VT
Rafa & =7 THSHT FT THERTT T8l GTHT SATUIAT;

Y TEIET a8 9 16 FLadt, 2015 &1 AT TI+T 68dT Jo% H TTHIGTHTET Tohe + higrafes
gohe + fAerfe 1 + Avfier % TR ST 294 THESTET i g H 970 T F AT FATHENT AT U IH T
Stafug Fee it e i of;

T, IFT THS T F Hafad e Ari=ert SHT g2 9% =7 ¥ FT=ewreli & 97 &7 9 & diaen &
A= 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 T 37T AT I=aq¥ ~FTATAT
2017 Y THUACT(HT) &. 7061 [AT §9 a0 FEe< ((¥de Ua o] ¥ 3g9a 2017 & F&faer srfier 4.
22972 % arirE 15 femwaw, 2017 &7 AU s+ i & a7 Aaerw oo g 1 294 TSR & & F5 Uwe e

THETT Al g AT I IL AT FLA AT ATTH AT STUTEAT 2

AT, dTE At RIS & Mg 9 FeaT aeEr 9q¢ ¢ 6 39 URSHT § aedias s&aadal #7 e
el siiterer 921 8 TS dohe + Higrafed qehe + R g + dvFiSr F TR F1 ST
AT % oI i qof T T9r=T §;

AA: NS, FealT TR, AW ST T AT rferf@am, 1940 (1940 &1 23), F¥ 4T 26F FTT
TEcd ARRAT HT TART Fd g0 3T Il AR % e 9% Uqegel Aefotead sofer w1 fFwary
fafator, fasrar s faawor &t safea # aohre yaE & gfafug w8

"HTEE ST & o0 SIS aehe + figrsied gehe + e 5 + dlisr & aftagor £t

A g

[®T. €. T 11035/53/2014-STTHFIHT (WTT-111)]
NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 243(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Glucosamine sulphate + Chondroitin sulphate + Vitamin E + Manganese is not rational inter alia



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

Committee noted that these formulations are marketed as nutraceuticals and if these formulations are claimed
with therapeutic indications, in that case, these FDCs are considered as not rational;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of
FDC of Glucosamine sulphate + Chondroitin sulphate + Vitamin E + Manganese considered as irrational,
which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Glucosamine sulphate + Chondroitin sulphate + Vitamin E + Manganese is likely to involve risk
to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Glucosamine sulphate + Chondroitin sulphate + Vitamin E +
Manganese for human use”.

[F. No. X. 11035/53/2014-DFQC (Pt.-1II)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
7% feeett, 11 ST, 2019

FLLIAT. 244(37).—TTT ST gaTe ardfy f=m, 1945 F A= 1228 % A1 9feq, swfer i
TETeaE AT stfearfas, 1940 (1940 1 23) ¥ a7 337 % Jefiw, F. |. 4 -146 /2007 - ¥ #, aw
28 FFFEE, 2007 FT 9T A1 A €F LA F A0 FEEHt gy 294 Fud g atrwsr (G
TEH TEH TAT TF ST €T gl 747 8) F qatead saariaat, g aafer agri=a=e (ad) F saq@red &7
ST T 17 o, Y T2 we o e S R oo s et i 3g = § e e oo
FATAT & T2 T TAT I 3g ~ATATAT o I (Ml § FATeerd Tl HIAATGAT I€ e AT & off;

3IY 37T T T AT T el aArghe are (B THH T8 THTq a1 &gl AT 8) g7 fa=r &
AT 9T S{I¥ ATH 9T A= FT o6 TATG A€ F 39 TRS T il TeheTadl Sl GLET sl Tl Fe & (o7 Uk
IT-afafa F1 T fFar o

e sy-afafy F BfAutar @t qur quraTeEt F ar 9wl w6 g9T-99T 97 g fi TS
fafoe Jot § =9 RS At adrer i ot o e i off F e + S + RefRm 3 =
THSTHT THENT Tal & A-aaeqy qHfa F qre Fam & 37 wrHaaEt 1 [Aaoe gregfeted 9§ a8
AT TS =T BIHAAAT Tl STATIHF Hehal o T IAT AT STTAT ¢ af UHT Fofa § = TSN T aheTd
STET | STI0AT,

T TEIET 91 7 16 A, 2015 & AT daAT 68H FoF § rqhETE + Hfewww +
Rerfaw 3 F TwSHT St 294 TESHT £ AT H F9ATT AT § FT STTHETT AT T IH L (A T0F FeA 6T
fororier & ot

3T, 3% URS T & "afea Re ari=rer I g2 97 o7 [ Arf=arell & |79 &0 9% & S6g &
ATo2 139 & o (e WA F AT I=adH AATAT Hl FARA 0l T &Y ST AT I=qqq AT
2017 it THUALT(HT) 7. 7061 [AT T I Fee HHee Ua o= ¥ 3g9q 2017 i = st =.
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22972 ¥ arirE 15 fegwaw, 2017 &1 f&U st (i & a7 Aaea 6 § T 294 THEET & § Fg The el
THETT Al g AT I IL AT LA AT ATTH AT STUTEAT 2

ST, aTE it RIS & Mg I Frald ava 9qF ¢ o 39 TRl H wdide sagal #7 s
el siferea =1 & TaramTsT + Hfeeraw + e i3 & TwSHT &1 3TN AWa & forg strfaw qor
AT HATT 2,

I A, FealT TR, A T ToTeT ATy A=, 1940 (1940 =1 23), FT 9T=T 26%F FIT
Tacd TRAl T TART FXd g0 T ale i [RIel & ST 9¥ Uaag Metated sirafer &7 fEwarsd
frfamtor, R siv e #ir SR § aore yama & wiafvg w7t 8-

“HTAE ITANT & o0 I + Sfeaaw + fRerfm €13 = aivasr it Faa g

[®T. €. T 11035/53/2014-STTHFTHT (FTT-111)]
NOTIFICATION
New Delhi, the 11th January, 2019.

S.0. 244(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Glucosamine + Calcium + Vitamin D3 is not rational inter alia Committee noted that these formulations are
marketed as nutraceuticals and if these formulations are claimed with therapeutic indications, in that case,
these FDCs are considered as not rational;

And whereas, the Board at its 68" meeting held on 16™ February, 2015 recommended prohibition of
FDC of Glucosamine + Calcium + Vitamin D3 considered as irrational, which appeared in the list of 294
FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Glucosamine + Calcium + Vitamin D3 is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Glucosamine + Calcium + Vitamin D3 for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]

Dr. MANDEEP K. BHANDARI, Jt. Secy.
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FferEaT
T2 faeett, 11 S9adT, 2019

FAT. 245(37).—ofer i gare arEt =m, 1945 & 9w 1228 & 919 ufsq, swfy &7
TETA ATHIAT srfarfeEE, 1940 (1940 T 23) #¥ 4y 33T F Aefi7, H. H. 4 -146 /2007 - I A=, AEE
28 FFFE, 2007 FRT O TSAT ST € TFLAT F AuY HIAhr gT 294 FAd g atewsr (e
TOH THE TATY UF S H1 Fgl TAT §) & FAieard AT, Sieg suter agrag=e (91d) & AqHIGT & o1
ST oRAT 19T T, T T e o foeer S o 1o o 3<% R @ 3g AT ® e At & areay
FATH &F T AT TAT IF IF ATATAT 7 3% et T gafeua vt wrdanfEet aw O e a of;

3IY 39T qe T AT T 1ol AT are (SE THH 8 THT a1 Fal AT 8) FRT A= fHhar
AT AT ST AT I AT T F THATG ATE 7 3 RS TET 0] TResTadr i et i aer 3 & forw v
IT-FHT F71 W7 T o,

3T, ST-AHT 7 FAFETaT S9HT T97 TrLTERT & 6T Il e GHI-A9T 9 AT
TS fAafee Soat § =9 RS fF ot 1 off qur 77 Rt £ off G5 aifferie + strfiarsia 1
wRSR faferfera e & adeETa T8 & —
1 e T THS T AT TANT AT SITAT &, AT HALTAE FaLST il STTAT ATl 37 FI 1+ THa1 § 39 997
Tk Tiaerer orf<r faeRfea g1 STt Ste a Ueraraiies srufera g1 oY 7g 5+ f2a § 781 grm, =Y,
2. SA¥Ta® GFHA 6 T TEATAITEE % A7 A ST i [HATT T TIALre Ieae gl FA (10 T HATEAT &
o =g sirorfer yarmreraT & g<rer oy fomT f=fRa & € gn s atafa saehr Rerfer 987w,

T, 91 7 16 FXa<r, 2015 FT ARSI (a1 68T ao T Afferiier + STRiar™aia F THS T
ST 294 THSTHT il G=T § FATT T & T ATHETT AT g0 39 T TG e ir FEeprieer $7 of;

3T, 3% URS T & "afea Re ari=rer I g2 9¢ +F [ Ar=awrell & |79 &0 9% & S6gr &
AT=eE 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aq¥ ~FTATAT
2017 &t TEUACT(HT) 7. 7061 [AT &9 I9H Fee HHee UTa o= ¥ 3g9q 2017 i i srdier =,
22972 ¥ qrirE 15 faawaw, 2017 &1 fou sraq fAofr § 72 aa=rs fham 8 ©F 294 vwei=ht & & $mg vt
THENT qol § TIT 39 T (A5 FA AT ATTH AT STUTerd &

AT, dTE A RIS & Mg 9 FwaT aeEe 9q¢ ¢ 6 39 URSHT § aedias sEaaal #i7 e
Frfre T siif=rer 921 2 =T AifeTeie + StafaEaiia & THS T 7 ITAN A= & forw e qof g@r
HATA €

AA: NS, FealT TR, AT ST FHTEA AT rferf=am, 1940 (1940 =1 23), F¥ 4T 26F FTT
TEed ARRAT HT TART Fd gU 3T I 6l ARt F e 9% uqegeT Aefoted sofer w1 fawmary
farfawtor, feer siw fAawor v s § aore yama & yfafog #dt 8-

AT 37 & o stfersie + efefiamesis & airasor i Faa g |

[T, €. T 11035/53/2014-STTHFIHT (FTT-110)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 245(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
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challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Ornidazole + Doxycycline is not rational due to following reasons:

1. Those selected group who require Anaerobic coverage will develop resistance by the time antibiotics are
required if these FDCs are used and will not be in the interest of the public and,

2. Combining Ornidazole with antibiotics for anaerobic infection will lead to emergence of resistance because
there is likely that these drugs will be over prescribed without conducting any laboratory blood test. Hence,
the committee did not recommend;

And whereas, the Board at its 68" meeting held on 16™ February, 2015 recommended prohibition of
FDC of Ornidazole + Doxycycline considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Ornidazole + Doxycycline is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixes dose of combination of Ornidazole + Doxycycline for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

FferEaT
T2 faeett, 11 S9adT, 2019

FTAT. 246(37).—sNofer i gare arlt =, 1945 & f9aw 1228 & 91y ufsq, swfy &7
TETA ATHIAT sTfarfeEE, 1940 (1940 T 23) #¥ 4y 33T * e, F. H. 4 -146 /2007 - A, AEE
28 TaFa¥ 2007 FTT AT TSAT 3T T ToAGAT k aveteyr et g 294 Faa gees aftwg (G e
THd THTA UF SF H1 Fgl AT §) ¥ FAfearq Sqatadi, g siuter agrag=h (9ed) & AqHIGT & o7 St
T 17 o, FT T A F e S R oo 3<% e #r 3g e | e i F aveaw |
FATH &F T AT TAT IF IF ATATAT 7 3F et T gafeaa vt wranfRet aw O awm a of;

3IY 3FT q T AT Tl AT are (SE THH 8 THT a1 Fal AT 8) FRT A= fhar
AT AT ST ATHA 9T TFHAT T F THATG ATE 7 3 THSTET 0] TResTadr i et i Tt 3 & forw v
IT-FHT F71 T T o,

Y, ST-AtAta 7 ARETET S9rET 9T TreTeR F 9T TR F THI-THT U7 raerd it
e fAfe dodt § = uRSET & e & oft Tur 77 Rt & off & aifferie + wnEme +
uiSrnmrefRe =1 RS FaferfE wreen & aEea a8t 8-
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1 e T THS T AT TANT AT SITAT &, AT HALTaE FaLST 0l STTAT ATl 37 A1+ THa1 § 39 997
Tk Tiaerer orf<w faeRfera g1 STt Ste a Ueraraiies srufera g1 oY 7g 9« f2a § 781 grm, =Y,
2. STl GHA 6 o0 TEATAITET % A7 A ST i (HATT T TIALre Ieae gl FA (10 T HATAAT &
o =g sirorfer sarmreraT & g<reror oy famr f@fea & € gn s afafa saehr Rerfer 987w,

T, 9 T 16 wadl, 2015 T AN o 6841 o H fenid + WS +
ufonnaTs e F TESER ST 294 THESHT i T H 97T AU § T STTHETT T g0 39 UL (A 0g FA i
ferRrieer T of;

AT, IFT TS T F Hafed e Ari=ert SHT g2 9% =7 ¥ FT=wreli & 97 &7 9 & diaen &
A2 139 & & ST WA F AT I=adH ATATAT I FTRA 0l T & ST AT I=aaqd A=A
2017 Y THUACI(HT) &. 7061 [AT §9 FTH FEeT ((Hee Ua o] § 3g9a 2017 & F&faer srfier 4.

22972 ¥ arirE 15 feEwaw, 2017 &1 f&U st i & a7 Aaea 6 § 6 294 TREET & § Fg The el
TRETT Al g AT I IL AT FLA AT ATTH AT STUTEAT 2

ST, arE At RIS & Mg I Fvald ava 9q¢ § 6 39 TRl § waide s@agal &1 s
e st A58 & 3T sifferie + w@Ame + TRRIHTERE F TR F7 STIN 4\ & [oF
ST QU7 gIET §977 &,

AT A, FealT TR, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT
Tacd QTRAl T TART FXd g0 T ale il [RIer & ST 9¥ Uaagn Metatad srafer &7 Ewared
fafator, fasrar s farawor &t safea # aorre yaE & gfafug w2

“HTE ITANT & forw atfeTee + w@FTee + gioeamsiRa & aiFaso f Faa g |

[T, §. T 11035/53/2014-@?@{\“& (ATT-110)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 246(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Ornidazole + Fluconazole + Azithromycin is not rational due to following reasons:

1. Those selected group who require Anaerobic coverage will develop resistance by the time antibiotics are
required if these FDCs are used and will not be in the interest of the public and,

2. Combining Ornidazole with antibiotics for anaerobic infection will lead to emergence of resistance because
there is likely that these drugs will be over prescribed without conducting any laboratory blood test. Hence,
the committee did not recommend;
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And whereas, the Board at its 68" meeting held on 16™ February, 2015 recommended prohibition of
FDC of Ornidazole + Fluconazole + Azithromycin considered as irrational, which appeared in the list of
294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDCs out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Ornidazole + Fluconazole + Azithromycin is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Ornidazole + Fluconazole + Azithromycin for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11D)]
Dr. MANDEEP K. BHANDARYI, Jt. Secy.

FferEaT
T2 faeett, 11 SadT, 2019

FAT. 247(3).—ToTY 3T yoTew aradlt 9w, 1945 & 99| 1228 & 979 afeq , awfd &7
TETeaE AR stfearfas, 1940 (1940 1 23) #FY a7 337 * Jefiw, F. |, 4 -146 /2007 - ¥ #I, aw
28 TAEY 2007 FTT AT TSAT ST T TSAGAT F qvetey et gy 294 o g aftwsn (G zad
THH THTA UF SF AT Fgl AT ) ¥ FAteerd A1, [Svg, AT ATAEASF (FTET) F SATHIGT o To=T SIS
TR 7 o, FT T F F e S R oo 3 e #r 3g A | e i F averw |
FATH &F T AT TAT IF I AT 7 3% et F Fafeua gt sranfRet o O e a of;

3IY 39T qe T AT Tl AT are (S THH 8 THT a1 Fal AT 8) T A=
AT 9T ¥ ATH 9T A= FT o6 TATG A€ F 39 TRS T ol TeheTadl Sl GLET sl Tl FLe & (o7 Uk
IT-afafa 1 T fFar o

@7, Su-gafa F FfFEET ST a9 qoremRt F /e oW # GHT-a9T 9¥ A TS

e Sl § =7 TRSIHT f Tirer hr off aur 7g frRrer & off & s + gEgraree 1 ThRS ]
fRerferfra sreont F-aeTa 987 8-
1. ST STATISM Uah THTETet Jeaer foer-fawane g e s 94T 3g wha1T & 319 & ™
fFaT STaT 81 I TF d1el sty g 99T 3 J&F ®9 F gESAISH & w0 g ard s
AT #r Aot wwa % oo enfaer fFar smar 81 6 oft, =3 9w Sgae grar TrwEa & 9
FCTTT = AR, THIE R AR S AUATHFT ATeF THATACATEH 3T qrerd 3¢ Thard-Tre T
I g,

2. o oS Y AT § HIERH F A1S EA Ao 8

3T, 9 7 16 FLadt, 2015 T AT T 68T S5 H AT + FEGTATIT  THSIET ST
294 THSTHT %l AT H FATY T g T AAHENT AT g0 IH T TTATUG FLel il BT 6T =T

3T, IFT THS T F Hafed e Arf=err SHT g2 9% =7 X FT=ewreli & 97 &7 9 & diaen &
AR 139 & & ST WA o AT I=adH ATATAT I FTRA 0l T & ST AT I=aaqd A=A
2017 T THUAT(HT) 7. 7061 [AXT &9 I Free? Hee Ua o] ¥ 3g9q 2017 i i srdier =.
22972 % arirg 15 femwax, 2017 &7 f&u s+ iy & a7 Aaerw oham g & 294 TSRt & o g Uwe e
THENT qol § TIT 39 T (TG FA AT ATTH AT STUTerd &
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3T, A1 RIS % SMeY 9% Frald 83 9q¢ ¢ [ =0 TRl § eqiae saadi & s
et siferer T2l € o MO + IS & THSTEl 61 TN 199 & (o0 SIEd o7 2T
T 2

I A, FealT TLRIL, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT

Tacd QTRAl T TART FXd g0 T ale il [ARIer & ST 9¥ Uaagn Metated srafer &7 fEward
fafawtor, fasrar s farawor &t safea # aorre yaE & gfafug w2

HTE ST & 70 M + grRgTanoe & a0 6 =aq gar |

[T, &, T 11035/53/2014-ST0HaFTHT (FHT-111)]
<F. T 3. sieT, T A
NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 247(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Propranolol + Hydralazine is not rational due to following reasons:

1. Hydralazine is a potent direct vasodilator used for severe hypertension. Propranolol is a beta blocker
and is primarily added to neutralize reflex tachycardia caused due to Hydralazine. However, now
more efficacious and safe anti-hypertensives are available with better safety profile such as calcium
channel blocker, ACE inhibitors etc and,

2. Therefore combination does not hold merit as on date;

And whereas, the Board at its 68" meeting held on 16™ February, 2015 recommended prohibition of
FDC of Propranolol + Hydralazine considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Propranolol + Hydralazine is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Propranolol + Hydralazine for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.



[ 91T -8 3(ii) ] YR AT TS ¢ SR 109

st
7% feeett, 11 STwast, 2019

T3, 248(37).—TT ST gare arady =m, 1945 F A= 1228 F A1 9feq, swfer i
TETeE AT stferfaaw, 1940 (1940 1 23) #FY a7 337 * Jefiw, F. |. 4 -146 /2007 - ¥ #I, ag
28 TAEEY 2007 FTT AT TSAT ST T TSAGAT K vetey At gy 294 o g aftwsg (G o
THH TATA U SF AT Fgl AT ) ¥ FATeeq SAqA 01, [Sve, AT AFTAEASF (FTLT) F STTHIGHT o To=T SIS
T T o, #r T A F e S R oo o= et #r 37 A ° fe arfEer o arerw |
FATH &F T AT TAT IF IF AT 7 3% et T gafeua gt wranfEet aw O e of;

3IY 37T T2 T AT T et aArghe are (B THH T8 THTq a1 &gl AT 8) T fa=r
AT 9T ¥ ATHA 9T A= FT o6 TATG A€ F 39 TRS T il TeheTadl Sl GLET sl Tl FL & (o7 Uk
IT-afafa &7 T R o

e, Sy-afafa 7 AfFETar @ aor guemeERt F 9T wme wh aHI-a9T 97 A i T

fafoe Soat ®§ =7 URSER it wer i off Jor a7 fRrtver £ ot G Niaene + gregeeREie +
ETERTSSTATI T URS | M feerd 0l & ToheTd Aal a:-
1 TTEgTE STl U THTaemet el fo-faears g St Suanr 74 39 =17 & STA &
T BT ST 81 T U 1T sAihe g 9T 38 e &7 F TTgTeS AT & R0 gid arel (s
AT #r Fewardt wea % oo oo frar srar 81 e oft, =9 99T Sgaw qrar e & a9r
FiCTH =Ad sAwe, THIET FIe®l TATfe S STTamsha sifers TAToTeaTash v e 3¢ Thard-ref
STAE &,

2. 9 ST T AT F ARAAT T FE HEA T,

ST, T T 16 FEadl, 2015 F SIS AT 68T doF § MM + FrRgEaARarSe +
TTIQISSTATON  THSIET ST 204 THSTEHT T AT | FATT T ¢ AT ATHETT AT g0 I T TAforg F7
T ferRTTer i off;

3T, 3% URS T & "afea Re ari=rer I g2 97 o+F [ Ar=ewrell & |79 &0 9d & Se6gr &
A= 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 T 3T AT I=aaq¥ ~FTATAT
2017 T THUALT(HT) &, 7061 [AT &9 I9H Fee HHee Ua o] ¥ 3g9q 2017 i = srdier =.
22972 % ariiE 15 famway, 2017 &1 U s ol § =g aqers O & 5 294 v+ § 9 5 uweT
THET qgl g TAT 39 T (TG FA JT ATTH AT FUTerd &

AT, dTE A RIS & Mg I FeaT aeEe 9q¢ ¢ 6 29 URSHT § aedias s&aadl #i7 e
e siif=rer 981 8 3T AT + gIEg ARRTRE + STSERgIATeA & UheE1 H ST A
= T STITs gt gHT §9TeA &

Aq: A, FealT GLRIE, AT T ToTaT qradt dfaf==m,1940 (1940 =1 23), FT 9=T 26%F FIT
TEcd ARRAT HT TART Fd gU 3T Al 6l AR % e 9% Uqegel Aefoted sofer w1 fHwary
fafator, fesrar s faawor &t safea # aorre yoE & gfafug e 8-

HTAE ST & 70 MM + gRE A RIRAToe + STEEISgIATe & Greas it Faq gas”

[T, &, T 11035/53/2014-STTHFTHT (FTT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 248(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
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issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Propranolol + Hydrochlorothiazide + Dihydralazine is not rational due to following reasons:

1. Dihydralazine is a potent direct vasodilator used for severe hypertension. Propranolol is a beta blocker
and is primarily added to neutralize reflex tachycardia caused due to Dihydralazine. However, now
more efficacious and safe anti-hypertensives are available with better safety profile such as calcium
channel blocker, ACE inhibitors, etc. and,

2. Therefore combination does not hold merit as on date;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of
FDC of Propranolol + Hydrochlorothiazide + Dihydralazine considered as irrational, which appeared in
the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Propranolol + Hydrochlorothiazide + Dihydralazine is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Propranolol + Hydrochlorothiazide + Dihydralazine for human use”.
[F. No. X.11035/53/2014-DFQC (Pt.-I1D)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
75 fReett, 11 SadY, 2019

T3, 249(37).—OTe ST gaTe aredy =, 1945 F A= 1228 % A1 9feq, stwfer i
TETEE AT srfarfeae, 1940 (1940 7 23) #FT & 33T & 7efiH, . /. 4 -146 /2007 - < =, aE
28 FFFEE, 2007 FT 9T TSA1 T €F LA F A0S FEEHr gy 294 Fud gow atrwsr (G
TEH THH THT TF ST HT Fgl 747 8) T Gatead saraat, g Safer qgriea=e (aad) F saq@red &7
ST Rt T o, & TE e & e S R oo o= e @ 3y =y § e arfeer o areaw '
FATAT & T2 T TAT I 3g ~ATATAT o I (Al § FATeerd THT HIAATGAT T e AT & o,

3IY 37T T T AT Tl aArghe are (e THH T8 TETq a1 &gl AT 8) g7 fa=r &
AT 9T ¥ ATH 9T A= FT o6 TATG A€ F 39 TRSHT Al TeheTadT Sl GLET sl Tl FL & (o7 U
IT-afafa 71 W fFar o
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e, su-afafa & BAfRmtar ¥t Tom gt % a1 qome #9F q9T-a89 97 At it oaTs
ffoe Joat o =9 uwRSER i afer £ off o A Rl f of B WAHT + e +
RageTse 1 wRSTET Muferfe wrort & aEETT T8t 8—

1 UG + SraTrn e + RigeTee ¥ 9t #1 oo qigere F B of ge-ie § 78 G
TAT gl AX Tg Fifcld 3% & &0 8, a1 U AHA | MEeqh TF q17 0 T uaaies
STEATSHAIA 2| g Ao § TAuauarESiue off sie o &,

2 S aF EgrefeH T AT, REH Ta T Segialed situiy F7 o g, F1 "qred A5t Herdr g a9
T LfraeTe S AT &7 e =T 721 ¢,

3 = AL STy A URSTET & €T H AR § A9 T S ASd Aol gl Tg Aoy fosaq § Fwgl oF
Sy AET g1 TAie afAfy £ v g 6 3 wwdE e a9 g
ST, A1 7 16 ®Ea<t, 2015 FT AT a1 68FT JoF § IR + sTRERaF@eT + Fagarse
* THRSTEN ST 294 THESIET 6 AT | FTATT T g Tl TTHET AT g0 39 9T Ttz FT hr Frepreer
#r o
AT, IFT THS T F Hafea e Ari=err SHT g2 9% o= ¥ FT=wreli & 97 &7 9 & e &
A2 139 & o AT WA o AT I=adH ATATAT I FARA 0l T & ST AT I=aqd AT
2017 Y THUACT(HT) €. 7061 [AT §9 FH FEeT ((¥ee Ua o] § 3ga 2017 & F&faer srfter 4.
22972 ¥ qrirE 15 fegwaw, 2017 &1 f&U s+ i & a7 Aaea 6 § T 294 THEET & § Fg The el
TRETT Al g AT I IL AT LA AT ATTH AT STUTEAT 2

3T, are At RIS & Mg I Frald aea 9q¢ ¢ 4 39 TRl § wqide s&agdal &7 s
e sty 921 ¢ =i IMAS + =g + Aigase F TRl &1 SR 99 & forg
STITH QU7 gIHT §977 &,

dT: A, FealT TLRIL, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9=T 26%F FIT

Tacd QThAl T TART FXd g0 T ale i [RIer & S 9¥ Uaagn Metated srafer &7 fEwarsd
fafawtor, fsrar =i farawor &t safea # aorre yaa & gfafug w2

AT 37 & o IMERT + sTgarsaiag + Mugarse + aftasor i Faa g+ |
[T, 5. T 11035/53/2014-STOHFTHT (FIT-110)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 249(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28" November, 2007for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Ranitidine + Dicyclomine + Nimesulide is not rational due to following reasons:
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1. The combination of Ranitidine + Dicyclomine + Nimesulide has not been mentioned in any subset
of population. If this is intended for colic pain, in that case, the only drug which is essential is
antispasmodic Dicyclomine. In some cases, NSAIDS are also added,

2. There is no justification of adding Ranitidine unless there is evidence of Gastritis in which proton
pump inhibitors are drug of choice and,

3. Using these three drugs as FDC has no significance. Further, this combination is not available
anywhere in the world. Hence, the committee opined that the said FDC is not rational;

And whereas, the Board at its 68" meeting held on 16™ February, 2015 recommended prohibition of
FDC of Ranitidine + Dicyclomine + Nimesulide considered as irrational, which appeared in the list of 294
FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDCs out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Ranitidine + Dicyclomine + Nimesulide is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Ranitidine + Dicyclomine + Nimesulide for human use”.
[F. No. X.11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

FferEaT
T2 faeett, 11 S9aT, 2019

HT.AT. 250(37).—3Nofer i gare arEft =, 1945 & 9w 1228 & @ry ufsq, swfy &7
TETA AT sfarfEE, 1940 (1940 T 23) #¥ 4y 337 F e, F. H. 4 -146 /2007 - I A=, AEE
28 TaF¥ 2007 FTT AT TSAT 3T T TSAGAT k aveteyr et g 294 Faa g aftwsgo (G e
THE THTA UF SF H1 FgT AT 5) & Faiearq qatadi, g siuter agrag=h (9ed) & AqHIGHT & o7 St
T 7 o, FT T FE & e S R oo 3= e #r 3g A | R arfEer F aveaw |
FATH &F T AT TAT IF IF ATATAA 7 3% et T gafeaa gt wranfEet av O awm a of;

3IY 39T q T AT Tl AT are (SE THH 8 THT dI Fal AT &) FRT A= far
AT AT 37 AT I AT T F TATG ATE 7 37 THSIET 0] TResTadr i et i aer 3 & fou v
IT-ATHT T T3 fhaT o;

Y, Su-Afafa 9 BfFEtar S qur aureTERT F 9T TRl Fh GH-g9T 97 AT i TS
fafoe oat § =9 v fF ohar f off qur a7 B f off F RAEA + srmarmrnaia +
AR w1 TR Reforfea Front & adETa 98 8 —

1. e < 6T Fg o Rufaai § vF Urdivegelve Usiee safer grar g vl fufa #§ gus =7 7 Ru
TT AHIE F AT AAUTHF ITATE qLaAd & FFAT ST Toham g1 o1, 0 URSIET T hie Ja
sttt 7 2,
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2. TEE ATATH, 37 AT SOTer T FT il €T AT TeqqT U Aol gl THT THIT T 7T

2 T =g TRt T T 2

ST, aTE 7 16 @, 2015 Tl AT T+ T 6841 2 H IS + srgaEaane + aun¥se
TS IHT ST 294 THESTHT sl AT H FATT T g I TTHET AT g0 37 T FiAforg e it frewrfer #r
of;

AT, IFT THS T F Hafera e Ari=rerT SHT g2 9% o= ¥ JT=wreli & 97 &7 9 & e &
AToR 139 & o ST WA F AT I=adH ATATAT I FTRA 0l T & ST AT I=aaqd A=A
2017 T THUAC(HT) &. 7061 [AT §9 FTH FEeT ((¥ce Ua o] | 3ga 2017 & F&fae srfier 4.
22972 ¥ qrirE 15 fegwaw, 2017 &1 f&U st i & a7 Aaea 63 § T 294 THEET & § Fg The el
THETT Al g AT I IL AT FLA AT ATTH AT STUTEMT 2

ST, drE it RIS & Mg T Frald ava 9q¢ ¢ 6 389 TRl § wqide sagal &1 &l
e sfiferer 951 § ot IEE + suEaEaRa + JURE F TFRERT 7 ST 7 Fg & oo
ST ol T §97e7 2;

dq: A, FealT TR, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9=T 26%F FIT
Tacd QTRAl T TART FXd g0 T &S i (RIel & ST 9¥ Uaagn Metatad srafer &7 Ewarsd
fafamtor, faskr sie foaeor i swfea § qora yame & afafig w7 8-

AT 37 & o IMERIT + srsamaaaia + 3R & afraso & [fga g+ |
[T, &. T 11035/53/2014-STOHFTHT (FIT-110)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 250(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Ranitidine + Dicycloverine + Simethicone is not rational due to following reasons:

1. In very few situations of colic pain, an antiflatulent agent is required. In such situation the
symptomatic management can be comfortably done with Simethicone given separately. Therefore
there is no strong justification for this FDC and,

2. Moreover, no clinical study of these three drug combination is available. Hence, the committee
opined that the said FDC is not rational;

And whereas, the Board at its 68" meeting held on 16™ February, 2015 recommended prohibition of
FDC of Ranitidine + Dicycloverine + Simethicone considered as irrational, which appeared in the list of 294
FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
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arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Ranitidine + Dicycloverine + Simethicone is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixes dose of combination of Ranitidine + Dicycloverine + Simethicone for human use”.
[F. No. X.11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
7% feeett, 11 ST, 2019

FT3AT. 251(37).—TOT ST gare aredy F=m, 1945 F A9 1228 % A1 9feq, swfer i
T ATHAT ST, 1940 (1940 =1 23) #Ft &1y 339  Aefie, *. €. 4 -146 /2007 - St =, G
28 FFFEE, 2007 FT O TST1 T €F LA F A0 FEEHt gy 294 Fud gow atrwsr (G
TEH TEH TAT TF ST HT FgT T47 8) T Hatead saariaat, g e qgri=a=e (aad) F sq@re &7
ST foFaT T o, & T A & e S R oo o= e @ g ey § e e areaw '
FATAT &1 T2 AT TIAT I 3g ATATAT o I (A0l F FATeerd Tl HIAATGAT T¢I o907 & off;

3IY 37T T2 T AT T et FATghe are (B THH T8 THTq a1 &gl AT 8) g7 fa=r
AT 9T S{I¥ ATH 9T A= FT 6 TATG A€ F 39 TRS T ol TeheTadl Sl GLET sl Tl FLe & (o7 Uk
IT-afafa 1 T fFar O

e, Sy-afafa 7 AfFETar @ aur gemeERt F 9T wme wh GHA-g9T 97 Ao i T
fafee St § =9 RSl i war i off qur 77 R i off B AT + QerafE w1 vrdE
Aerferfea Tt & aeeTa Tal g—

1. IAEST + SeEla F affaaw gq g T Tegrsfen g Satd Terairsa ff TFAEF 3@ J

ATETH o ToIT STTET SI7aT € ST Teersted & gatera arav gl o= &t v 7q 77 g & afi Teerefen

F IUAT F foIT Faer UF Wi 97 Tidled AT UH2 soAtwT i Ueeree #ir gt fuer gt 2

TS H T S ITATLCHT ATH TG Tl g ST aeqd: TET2IeH F AT HISET AL FHl The

T Tqoh

2. SAEEAT % AT G I A0, gt vedreua e srufera 21, 28 et 7 o ST @war 21

AT, IS 7 16 T, 2015 &7 AT U1 687 do% H RIS + e@dfRA & THSHT AT
294 THSTHT %l AT H FATY AT g T AAHENT HIAT g0 IH T TTATUG FLel il BT 6T =T

AT, IFT TS T F Hafed e Ari=err SHT g2 9% =7 ¥ FT=ewreli & 97 &7 9 & e &
AToR 139 & o AT WA F AT I=adH ATATAT I FTRA 0l T & ST AT I=aaqd A=A
2017 &Y THUACT(HT) &. 7061 [AT §9 JTH FEeT ((¥ce Ua o=4] ¥ 3g9a 2017 Fr F&faer srfier 4.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U s+ i & a7 Aaea 63 § % 294 TREET & § Fg The el
THET qgl g TAT 39 T (TG FA JT ATTH AT TUTerd &

ST, arE At RIS & Mg T Frald aea 9q¢ § 6 39 RSl | waide s@agal &1 s
FfrctT sifeer a8t 8 ot IS + erfa & TR &7 ST 999 & T Sies qor ge@T
AT &
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A A, FralT GLRIE, AT T ToTe qaradt dfaf==m,1940 (1940 =1 23), FT 9=T 26% FIT
TEed ARRAT HT TART Fd g0 3T Al 6l AR % e 9% Uqegel FAefofed sofer 1 fFwary
farfawmtor, ferer siw e it s § acke yama & yiafvg #dt 8-

AT 3T & o IRES + Frerale F aftwso fi faa g |
[T, 5. T 11035/53/2014-ST0HaFTHT (FHT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 251(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Ranitidine + Drotaverine is not rational due to following reasons:

1. The indication for combination of Ranitidine + Drotaverine is severe gastritis wherein Drotaverine is
added for relieving spasmodic pain which is associated with gastritis. The experts were of unanimous
opinion that for the management of severe gastritis, there is a role of only proton pump inhibitors or
H2 blocker and antacids. No therapeutic benefit is known from antispasmodic which may in fact
even mask the other presenting symptom of gastritis and,

2. In a very small subset of population, where antispasmodic is required, it can be given separately;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of
FDC of Ranitidine + Drotaverine considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDCs out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Ranitidine + Drotaverine is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Ranitidine + Drotaverine for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.
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st
T2 faeet, 11 S9adT, 2019

3. 252(37).—OT ST gare areEdy 77w, 1945 F A= 1228 F A1 9feq, swfer i
T ATHAT ST, 1940 (1940 =1 23) #Ft &1y 339 % Aefie, *. €. 4 -146 /2007 - =t =, a0g
28 FFFEE, 2007 FT O TST1 S €F LA F AT FEEht g 294 Fud g atrwsr (G
TOH THE TATY UF S H1 Fgl TAT §) & FAieard AT, Sieg suter Fgriag=h (9d) & ATHIGT & o7
ST oRAT 19T T, T T e o foaer S o o o 3<% R @ 3g AT ® e At & arveay
FATH &F T AT TAT IF IF ATATA 7 3% et T gafeua vt wranfRet av O e a ef;

3IY 37T T T AT Tl aArghe are (e THH T8 THTq d1€ &gl AT 8) T fa=r &
AT 9T ¥ ATH 9T A= FT o6 TATG A€ F 39 TRS T Al TeheTadT Sl GLET sl Tl FL & (o7 Uk
IT-afafa &7 w7 B o

e, ST-AHfG 7 FREEr ¥ T9T TR F a9 qOHd wh GHT-90T 9T AT A TS
ffoe doat & =9 e f aher i off qur A Refra f of & wflerda + Giifte +
BTES IFRRATSITES T URS T Aeferfaa fmon § asard a8l &:—

1. Yafve s sortamea & aftasgor % sfes gorama g #F vHiE et siw vareet F afegs
it AT FET AT AT 81 TEIATE ST greaeaHaT, fhedT @ara g YA fiT TeiEred &
aftgsaor F Hag g1 Taeh Afafish, divente segae € =0 ara f 9 #war g G v e &
TSEET ol TAAT F STt TITH %00 HeAtst | i gl 6,

2. U ATt + wsET afeasor 1 A afafiTw AT G99 € qur vEr i srerae At g e fGefy
fafors srwfer it srear THRSHT % AT AT FATAT AT N1 THF STATAT, FEAATT * a1 | yfyfertaa
ofY B s 2 1 e, wfaf i ag v g O uwdieY adETa 195
d7, qE T 16 AL, 2015 F A AWAr 6841 FoF H ewHigEd + Ghfw +
TEEIFAIUTIATSITEE F TRST ST 294 TRSR FT T=T § TATT T & FT TG 7 g0 39 ¢ Tfaforg
T o TARTer A oft;
3T, 3% URS T & "afea Re ari=rer I g2 97 7 [ Ar=rewrell & |79 &0 9%d & S6gr &
A2 139 & o (e WA F AT I=adH ATATAT Hl FARA 0l T & ST AT I=qqq AT
2017 T THUACT(HT) &. 7061 [AT §9 FTH FEeT ((Hee Ua o] § 3g9a 2017 & F&fae srfier 4.

22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U s+ i & a5 Aaea 6 § 1 294 TREET & § Fg The el
THETT Al g AT I IL AT FLA AT ATTH AT STUTEAT 2

AT, dE A RIS & Mg 9 FwaT aeEr 9q¢ ¢ 6 39 URSHT § aedias sEaadal #7 we
Ffercd siferer g1 § ofie efiane + Gifte + g RRsTee % TRET #1 IR 7\a & forg
ST o T §977 g

I A, FealT TR, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT
TEed ARRAT HT TART Fd g0 3T Il AR % e 9% Uqegel Aefofed sofer &1 fFwany
farfawtor, feer siv fAawor it s § acke yama & yfafvg Fwdt 8-

AT 379 & o0 eeftares + Ghfte + gregieiRRSTEe & afta= & Fad g
[T, &, T 11035/53/2014-STTHFTHT (FIT-111)]
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NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 252(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Telmisartan + Ramipril + Hydrochlorothiazide is not rational due to following reasons:

1. The combination of Ramipril and Telmisartan will cause more side effects because combining ACE
inhibitors and ARBs is not recommended. Side effects like Hyperkalemia, Renal failure are associated with
the combination of Ramipril and Telmisartan. Further, the ONTARGET study also confirmed that
combination of ACE inhibitors and ARBs produce increased incidence of adverse effects and,

2. There is no additional benefit of ACE inhibitor + ARB combination and there is no study to show the
benefit of the FDC over the individual drug. Moreover, side effects are also reported. Hence, the committee
opined that the FDC is irrational;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of
FDC of Telmisartan + Ramipril + Hydrochlorothiazide considered as irrational, which appeared in the list
of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Telmisartan + Ramipril + Hydrochlorothiazide is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Telmisartan + Ramipril + Hydrochlorothiazide for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

FferET
7% faeeft, 11 S, 2019
HT.AT. 253(37).—3ofer i gare areft =m, 1945 & f9=w 1228 & @19 ufsq, swfy &7
TET ATHIAT SAfRad, 1940 (1940 1 23) F &y 339 F «efie, 1. H. 4 -146 /2007 - St N, 0@
28 FFF, 2007 FRT O TSAT ST €F LT F AGTY HIARN gT 294 AT g atewsr (e
THH THE THTG U S H1 gl A7 8) H gateda sqaraar, g srafer agii===e () & SFqHIET & faar
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ST oRAT 19T T, T T e o foeer S o o o 3<% R @ 3g AT ® Re ArienT & arveay
FATH &F T AT TAT IF IF ATATA 7 3% et T gafeua gt wranfEet aw O awm a of;

3IY 39T qe T AT Tl AT are (SE THH 8 THT a1 Fal AT 8) T A= fHhar
AT AT ST AT I AT T F THATG ATE 7 37 RS TET 0] TResTadr i gLear i Tt 3 & fow v
IT-FHHT F71 T T o,

Y, Su-Afafa 9 BfFEtar S qur et F 9T TR Fh GHT-gHT 97 AT i TS
fafee Joat & =9 UwSHE i wdrer £ o qur 37 i & of & arggne + daRemne +
RrTeaa® iR + Fnch iR &fere w1 uwST Ruferfaa o T a8t g —

1. SMEFIIA + GRS 1 UTRSHT 58 | afdhq 7g! Han @ e,

2. T favad vy i 7Y & e 21 vArestEe it oar Eeft | TH AATaT Z4T 9iE 98 S0 |
zoforn wfafa & frerteer 721 #)

dY, aF T 16 wALr, 2015 w1 AT AUAT 68FA Tow HoamsgEiew + ff¥erne +

ThTEaTHiRe + TR #ferge & TRSHT ST 294 THSTHT il GAT § ITATT TT ¢ I ATHETT HIAT
g0 39 T¥ gfaftg e it Rrorteer i of;

3T, 3% URS T & "afea Re ari=rer I g2 97 o+F [ Arf=ewrell & 979 &0 9% & S6gr &
AT=e 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 AT 37T AT I=aq¥ ~FTATAT
2017 T THUAT(HT) 7. 7061 [AT &9 I Fee? Hee Ua o= ¥ 3g9a 2017 i = srdier =.
22972 ¥ qrirE 15 faawaw, 2017 &1 fou sraq fAofr § 7z aa=r fham 8 ©F 294 vt & & $mg wwdiet
THET qol § TIT 39 T (TG FHLA AT ATTH AT STUTerd &

AT, e A RIS & Mg I FeaT aeEe 9q¢ ¢ 6 39 URSHT § aedias s&aaal #7 e
Fafercdt sifarcr 721§ &Y gy + dfRerie + freaesia + e aiae dfoge 5 e
T ITANT A o oI STrfes qof gHT 977 &

A NS, FealT TR, AT ST T AT rferfaam, 1940 (1940 1 23), F¥ 4T 26F FTT
TEed ARRAT HT TART Fd gU 3T Al 6l AR % e 9% Uqegel Aefoted sofer &1 fFwary
farfawtor, R siv fAawor it s § acke yama & siafvg #dt 8-

AT ITART % [0 g + drffere + fAeeasiRa + e aferge & afeasor
&t =T g

[T, &. T 1 1035/53/2014-W (WTRT-110)]
<%, w8 ¥, ST, o A
NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 253(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28" November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
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Ibuprofen + Paracetamol + Phenylephrine + Chlorpheniramine maleate is not rational due to following
reasons:

1. FDC of Ibuprofen + Paracetamol is not indicated in cold;

2. Secondly there may not be severe enough headache which will require two analgesics. Moreover this
will increase drug burden. Hence the committee did not recommend.

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of
FDC of Ibuprofen + Paracetamol + Phenylephrine + Chlorpheniramine maleate considered as irrational,
which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Ibuprofen + Paracetamol+ Phenylephrine + Chlorpheniramine maleate is likely to involve risk to
human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of powers conferred
by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby prohibits
in the public interest the manufacture for sale, sale and distribution of following drug with immediate effect:-

“Fixed dose combination of Ibuprofen + Paracetamol + Phenylephrine + Chlorpheniramine
maleate for human use”.

[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

FferEaT
T2 faeet, 11 S9adT, 2019

FAT. 254(37).—3ofer i gare arelt =m, 1945 & fFaw 1228 & @ry ufsq, swfey &7
TETA AT AfafFEw, 1940 (1940 F7 23) #FY &7 337 F e, F. G. 4 -146 /2007 - ST 7, AE
28 FFFE, 2007 FRT O TSAT ST € LT F AHY HIAHT gRT 294 FAd g atewsr (e
TOH THE TATY UF S H1 Fgl TAT §) & FAieard AT, Sieg suter qgriag=eh (9d) & ATHIGT & o1
ST R T 19T 9T, T T e o foeer S o 1o o) 3<% R @ 3g =T ® e i & arveay &
FATH &F T AT FAT IF IF AATATA 7 3 et T gafeua gt wranfEet av O awm a of;

3IY 39T qe T AT T 1ol aATehT are (S THH 8 THT dI Fal AT &) FRT A= fHar
AT AT 3T AT I AT T F TATG ATE 7 37 THSIET 0] TResTadr i et i aer F7 & forw v
IT-ATHT T T3 fhaT o;

Y, Su-Atafa 7 BfFEtar S qur aureTERT F 9T TR Fh GHT-g9T 97 AT i TS
s ol & =9 wRSHT & adrer A off qur 7g e i off B Aagese + Eeaesia +
TG AfATE + FhA T THS T e Freo §-ahEwra 2 8-

1. AT & FE T F ST9HE T FT R B 6 0 J Fh g
2. FEF FT Fardt st ff 9T S
3. o afafies Fageree gaeft wfearsat g;
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AT, 9IS 7 16 WA, 2015 &0 AT Sq+r 68T do% # fAAgarse + fharsacwia +
TR A Aferge + FHT F TESET ST 294 TESET T T H F9T0 AT § FT AqEET AT U I
I giaftg e it fernrfeer & of;

T, IFT TS T F Hafed e Ari=rert SHT g2 9% =7 ¥ FT=wreli & 97 &7 9 & e &
A2 139 & o AT A F AT I=adH ATATAT I FARA 0l T & ST AT I=aqd A=A
2017 Y THUACI(HT) &. 7061 [AT §9 FTH FEeT ((¥ce Ua o] ¥ 3g9a 2017 & Ffaer srfier 4.
22972 ¥ qrirE 15 feEwaw, 2017 &7 f&U sro+ i & a7 Aaea 6o § % 294 THEET & § Fg The el
THET qgl g TAT 39 T (TG FLA JT ATTH AT UTerd &

ST, arE it RIS & Mg T Frald aea 9q¢ § 6 39 TRl H§ waide sagdal &1 s
et sfiferer 951 § oiv RAgase + AEaueia + =IehaEe afee + Fh9 & TwEr #1
START 7T F o st ot gH7 59me7 2,

AT A, FealT TR, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT
Tacd QTRAl T TART FXd g0 T ale il [RIer & ST ¥ Uaagl Metatad srafer &7 Eward
fafawtor, fsrar s faawor &t safea # aorre yaE & gfafug w2

“HIEE ITAN & o0 AAgarse + s + e afege + S6hia 5 qeao &
AT ga |

[T, &, T 11035/53/2014-STTHaFTHT (FTT-111)]
<F. W 3. sieT, T A
NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 254(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Nimesulide + Phenylephrine + Chlorpheniramine maleate + Caffeine is not rational due to following
reasons:

1. The formulation contains caffeine with the intent of neutralizing the sedation effect of
Chlorpheniramine. The clinical evidence on this is lacking;

2. Also the caffeine is known to have CYP stimulant;
3. Further, there are concerns with Nimesulide.

And whereas, the Board at its 68" meeting held on 16™ February, 2015 recommended prohibition of
FDC of Nimesulide + Phenylephrine + Chlorpheniramine maleate + Caffeine considered as irrational,
which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
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arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Nimesulide + Phenylephrine + Chlorpheniramine maleate + Caffeine is likely to involve risk to
human;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Nimesulide + Phenylephrine + Chlorpheniramine maleate + Caffeine
for human use”.

[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
7% feeett, 11 STast, 2019

T3, 255(37).—TTTe ST gare areidy F=m, 1945 F A= 1228 F A1 9feq, stwfer i
T ATHAT ST, 1940 (1940 1 23) #Ft &1y 339  Aefie, *. €. 4 -146 /2007 - =t =, g
28 FFFEE, 2007 FT 9T TST1 T €F LA F AT FEAHT gy 294 Fud gaw atrwsor (G
TEH THH TAT TF ST HT FgT 747 8) F qatead sariaat, g aafer agrie=e (aad) F sq@re &7
ST 3Rt 3T o, i TE e & e S R o o= e @ 3g e § e e o areaw i
FATAT & T2 T TIAT I 3g ~ATATAT o I (M0l F FATeerd Tl HIAATGAT I e o907 & off;

3IY 37T T2 T AT Tl aArghe are (B THH T8 THTq d1€ &gl AT 8) T fa=r
AT 9T ¥ ATH 9T A= FT o6 TATG A€ F 39 TRSHT Al ToheTadl Sl GLET sl THAT FL & (o7 U
IT-afafa 71 T fFar o

e, Sy-afafa 7 AfFETar @ aor guremeERt F 9T wme wh GHA-99T 97 Ao i T
fafer dowt § = TSRl & ghem A off T 37 Frwfa & off & RAgee + A% +
HafRRATw Mrge T 78 § FF =0 TR § &1 UAHERAE USEt # YAR g 81 THE
ATAh TSR T FIUTAT 7 HE SATH g ATAT HIAT ST 81 39 AT 6 & 1o e 2971 o o
T STHT e T & g arih TRt ot veeuaeRe % govama &1 &7 frar st =9 afor, qear arei &
A9 H, TAA § T8 URSTHT ThETd T8l 2l

ST, TS 7 16 ®Easl, 2015 FT AT T 687 Jo% ¥ RAgeTee + fME%haw + afaRfaw
STATEE F TEHSTET ST 204 UEHSTHT i TAT § I T FT FATHETT qAd g0 37 T2 IfAforg F2T A
forRTier 1 oft:

3T, IFT TS T F Haferd e Arf=err SHT g2 9% =7 T FT=wreli & 97 &7 9 & e &
AR 139 & o AT WA o AT I=adH ATATAT I FTRA 0l T & ST AT I=aaqd A=A
2017 Y THUACT(HT) &. 7061 [AT §9 FTH FEe< ((Hce Ua o] | 3g9a 2017 & Ffaer srfier 4.
22972 ¥ qrirE 15 feEwaw, 2017 &1 f&U st i & a5 Aaea 6 § 1 294 TREET & § Fg The el
THET qgl g TAT 39 T (TG FA JT ATTH AT TUTerd &

3T, A1 & RIS % e T Frald T3 94 ¢ & 0 UheEl § qiae saadi &l Hls
e sty 721 ¢ i FageTse + AEae + SRR siurse & TFRERT &7 ST 799 &
T Strfes qof g #91e 2;
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qA: NS, FealT TR, AT ST T AT Aferfam, 1940 (1940 =1 23), F¥ =T 26F FTT
TEed ARRAT HT TART Fd g0 3T Al i AR F e 9% Uqegel Aefofed sofer &1 fFwany
farfawmtor, feer siv fAawor i s § aoke yama & yfatvg #dt 8-

AT ITART & forn AageTse + R + SrfaRfaw swrse F aftasor & g g
[T, &, T 11035/53/2014-ST0HaFTHT (FIT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 255(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Nimesulide + Pitofenone + Fenpiverinium Bromide is not rational as in this FDC, two anti-muscarinic
agents are used. In addition, Pitofenone is also shown to have direct muscle relaxant activity. The evidence
needs to be accumulated to show the synergy between two to reduce the side effects of any of the
antispasmodic. Therefore, in absence of the safety evidence, these FDCs cannot be considered at present;

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of
FDC of Nimesulide + Pitofenone + Fenpiverinium Bromide considered as irrational, which appeared in the
list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDCs out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Nimesulide + Pitofenone + Fenpiverinium Bromide is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixes dose of combination of Nimesulide + Pitofenone + Fenpiverinium Bromide for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-1IT)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.
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st
T2 faeett, 11 SaT, 2019

HT.AT. 256(37).—sofer i gare arelt =m, 1945 & 9w 1228 & 919 ufsq, swfy &7
T ATHAT ST, 1940 (1940 =1 23) #Ft &1y 339  Aefie, F. €. 4 -146 /2007 - St =, a0G
28 FFFEE, 2007 FT O TSA1 T €F LA F A0S FEEHT gy 294 Fud g atrwsr (G
AN THF TAT UF ST &Y gl 747 8) ¥ dafeaq srqartaay, S aafdr agriaes=e (ara) F sEe ¥ &
ST FoRAT 19T T, T T e o foeer S o o o 3<% R @ 3g A § e At & arveay &
FATH &F T AT FAT IF I AATATAT F 3% et T gafeaa ot sranfEet av O e v of;

3IY 37T T2 T AT T el aArghe are (B THH T8 THTq a1 &gl AT 8) T fa=r &
AT 9T ${I¥ ATH 9T A= FT o6 TATG A€ o 39 TRSHT Al TeheTadT Sl GLET sl Tl FL & (o7 Uk
IT-afafa #1 W fBFar o

e, SU-AHfT 7 AAEEr ¥ T9T TR F a9 qOHd wh GHT-98T 97 AT A e
fafirr Fzt # =7 TR it e £ o qur 77 FreEfer £ o i Aigee + SRThdE + AR
T URSHT Referfaa Fwon q-adea 921 2-

1. Fugarss & Rew-adiithe TREa & a1 # FSATE 81 TH T H F7 qate & forg areveft et

T g A il AqATT g1 FAA Flee o Ao [SIHIeT FIET § Jgas gear Thed & a1 gav

TATASITHT &,

2. T THA TF H1A FLA ATl BHATRIheA [6d A SETOREE § T a3 9 Tai @1d gl A

T T agi TN 36T ST & STef SEITHSE & GF § T\-91 918 T30 /3T AT 21 39 T

T TETTHS Al THAR w9, S g sfife Suaesd T8 8, & ®9 § qgl (<371 a1 g ar

FTEATedh S0 TATT BIAT | TH THL Tg ThHSHT HHTo@d HICUT § THETd dal o-

F) HEISH 3T TR ITHRIGIT o S BILHEHAACH a0 &,

F) FIAA FHlee 0 HehiATHIed HITSIT H FHgarse Fif gear gt F{ears F Frem;

e, IT-Afa 7 fEAfFwTar St 9T quremeRt F G 9wl FF qHI-gHT 9T AT i TS
fafir a2t # =7 TR it e £ o qur 7 R £ o f Aigee + SRThdE + AR
THETT AR 2 FAR 20 URSHT § &7 TLHTARLAE Usiel T TINT AT gl 26 Tfafesh fUerhare i1
HIEUTAT T HTer S Tg= AT HAT SIAT g1 39 QAT & o9 G 29009 & [0 97 H T 979
AT strEeTs g arfen et ot USTEUaHIS® 8 o gOIATd i & [T ST Toh;

3T, a1 9 16 FLadl, 2015 & ASa AI+T 6847 JoF H MAgaTse + HRICHG + Fgiom +
TS T ST 294 THETHT T AT H I9TY TT & HT ATHETT AT g0 IH T T 65 FLed il FEenrieer Hf of;

3T, IFT TS T F Haferd e Ari=err SHT g2 9% =7 X FT=wrell & 97 &7 9 & e &
ATo2 139 & & AT A % AT I=adH ATATAT I FARA 0l T & ST AT I=aqq AT
2017 Y THUACT(HT) &. 7061 [AT §9 a0 FEeT ((¥ce Ta o] § 3g9a 2017 & F&faer srfier 4.
22972 % arirg 15 femwax, 2017 &7 AU s+ i & a7 Aaer 6o g 1 294 TSRt & & 5 Uwe e
THEIT TGl & TAT I I¥ TG FT AT A79] AT FATET 2

3T, dre it RIS & Mg I Frald aea 9q¢ ¢ 4 39 TRl § wqide s&agdal &7 s
Rl sifecr 721 2 o Rageee + SRR + 98w & vwdet 1 ST ame & forg sfem
T T FATA &

qA: NS, FealT TR, AT ST T AT rferfam, 1940 (1940 =1 23), F¥ 4m=T 26%F FTT

TEed ARRAT HT TART Fd gU 3T Il AR % e 9% Uqegel Aefotead sofer w1 fHwary
fafawtor, e =i faawor it smfga # ackre g & gfafug F 2

"W STAN % T fRAgeTEs + SEIChEE + A& & wiewsor it (e g |
[T, &, T 11035/53/2014-STTHFTHT (FT-111)]
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NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 256(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Nimesulide+ Pseudoephedrine + Cetirizine is not rational due to following reasons:

1. There is concern about risk-benefit profile of Nimesulide, although it has been allowed in adults for
pain related musculo-skeletal origin for short duration. In management of self-limiting conditions like
common cold, there are other analgesics with better safety profile;

2. The pharmacokinetic of cetirizine which is longer acting drug does not match perfectly with that of
pseudoephedrine in the combination. Cetirizine is administered usually once where as
pseudoephedrine is used 3-4 times a day. Thus there appears to be mismatch of kinetics unless the
pseudoephedrine is given as SR formulation, for which the data is not available. Hence, this FDC is
not rational because of

a) Pharmacokinetic mismatch between cetirizine & pseudoephedrine
b) Because of safety concerns of nimesulide in self limiting condition like common cold.

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of
FDC of Nimesulide+ Pseudoephedrine + Cetirizine considered as irrational, which appeared in the list of
294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Nimesulide+ Pseudoephedrine + Cetirizine is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Nimesulide+ Pseudoephedrine + Cetirizine for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-III)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.
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st
7% feeett, 11 STwast, 2019

FAT. 257(3F).—3Nofer i gare arft =m, 1945 & 9w 1228 & 919 ufsq, swfy &7
ot ATt AfaFEy, 1940 (1940 #F7 23) Fr 4T 339 F o7l WH. 4 -146 /2007 -t A=Y, ATEE
28 TaFa¥ 2007 FTT AT TSAT 3T T TSAGAT ok avetey et g 294 Faa g aftwgo (G e
THH TATA U SF AT Fgl AT ) & FAteed SAqA 01, [Sve, AT AFTAEASF (FTET) F ATHIGT o To=T SIS
T T o, #r T A F e I R oo o= et #r 37 e ° e @l o arerw |
FATAT & T2 T TIAT I 3g ~ATATAT o I (M0l § FATeerd Tt HIAATGAT I e o907 & off;

3IY 39T q T AT Tl AT are (SE THH 8 THT d1 Fal AT &) T A= fhar
AT AT ST AT I TFHAT T F TATG ATE 7 37 RS ET 0] TResTadr i gLear i aer 7 & fow v
IT-ATHT T T3 FhaT o;

s, su-afafa & AfRmtar ¥t Tom qurament % 9 qomet #9F qEI-a8g 97 St it T
fafs= &l § =9 UwSTE A qirear f off Jur a8 e #F off T afweieanie + STea it +
e 1 TR fReferfeaa wron q-ade 981 g Fi T v saey/Rafa § ota aftreor sfea
2IaT & 37 7g ot for =1 afewsror & ot off g =0 & feft off w9 o oo i siferer =251 2

I, su-afafa 7 AfFaEr St qur quemeRt ® Jrg oyt # guT-a9T 9% sraerg it TS
fafoe Soat § =9 uwdElt ft qfvear fr off qur A Fraer £ ofF B atweiearRe + sTgathas +
R T T21 & FAF TH UTHSTHT § I7 UIHHHL AT USiel 1 TI0T g gl T8 A s [Herhare
T HTEOTAAT T | AT Tgad ATAT HIAT ST g1 S A1 6 a1 THSET AT & (70 T8 F TF 974
AT strEeTs g arfen et ot USIEUaHIS® 8 o g1 i ° (AT ST Toh,

T, TS 7 16 FEadt, 2015 FT AT U1 6841 G2 § AT + STEFeIha + Rmnd
TS T ST 294 THESTHT sl AT H AT T g I TTHET AT g0 37 T FiAforg e v forewrfer £
off;

ST, IFT THS T F HaTed e AT=eRT SHT g 97 3777 ¥ ATToR1el % 97 1 AT 6 FTaemT 6
AT=eE 139 F o eI AT F AT SoAqH ATATAT Fl AT 0l T2 T 37T AT I=aq¥ ~FTATAT
2017 T TEUAT(HT) . 7061 [AXT T I Fee? iHee Ua o= ¥ 3gqa 2017 i i@ srdier =.
22972 ¥ qrirE 15 fegwaw, 2017 &1 f&U st i & a7 Aaea 6o § T 294 THEET & 9 Fg The el
THET qgl g TAT 39 T (TG FHA JT ATTH AT TUTerd &

ST, are At RIS & Mg I Frald ava 9q¢ ¢ o 39 TRl § wdide sagdal #7 &l
rfenc sl 721 ¢ ST iwiaTiae + STgatha® + o & THRSET &7 ITIRT 794 & o Sifes
U ST AT &

qq: A, Frald GLRIL, TS AT THTE TTHIAT AT =a97,1940 (1940 F7 23), FT g7 26%F T

Tacd QTRAl T TART FXd g0 T ale i [RIer & ST ¥ Uaagn Metated srafer &7 fowarsd
fafawtor, fasrar s farawor &t safea # aorre yaE & gfafug w2

“HIAE 3TN & o0 SweiaaTiae + STgarh® + R & afewsor & g gas |
[T, &, T 11035/53/2014-ST0HaFTHT (FIT-111)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 257(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were



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

challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions.

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Ofloxacin + Diclofenac + Lignocaine is not rational as there are few conditions/occasions, where the
combination may be required and further there is no justification of combination of this in any dosage form
for any indication;

And whereas, the Board at its 68" meeting held on 16™ February, 2015 recommended prohibition of
FDC of Ofloxacin + Diclofenac + Lignocaine considered as irrational, which appeared in the list of 294
FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDCs out of 294 FDCs are not rational and are required to be prohibited or withdrawn.

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Ofloxacin + Diclofenac + Lignocaine is likely to involve risk to human;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Ofloxacin + Diclofenac + Lignocaine with immediate effect”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
7% feeett, 11 Swast, 2019

1.3, 258 (7). —ATfr ST v 9t fF2w, 1945 & AW 1228 & 4717 ufeq |, siufd Y
THTEE ATHAT ST, 1940 (1940 1 23) #F &mer 339 * Aefie, H. €. 4 -146 /2007 - St =, adG
28 TAEEY 2007 FTT AT TSAT ST T TSAGHAT K veter et gy 294 o g aftwao (G zed
THE TATA UF SF I gl TAT ) & HAload A1, [Sreg e Fgriag=ah () & AqHIGT & (o7 St
T T o, #r T w F e I R oo o= et #r 37 A ° e arfEer F oarerw |
FATAT & T2 T TIAT I Ig ATATAT o I (M0l F T Teerd Tt FIAATGAT T¢I o907 &t off;

3IY 37T T2 T AT Tl aATghe are (B THH T8 THTq a1 &gl AT 8) g7 fa=r &
AT 9T ¥ ATH 9T A= FT o6 TATG A€ F 39 TRS T ol TeheTadl Sl GLET sl Tl FL & (o7 Uk
IT-afafa F1 T fFar o

s, su-afafa & BfRmtar ¥t Tom qurament % 9 qome #79F q9I-a9g 97 qrEta it
fafoe aoat § =9 TwSRT i et i off qur 7g frErfer £ off fF AWAEE + AN FT TESET
FRrerferfrd Feort q-aeenTa 7gl § Fith T2 vh sraay/Rafa & oo afewso sfera gar g sieag ofr v =w
Tfeesyor 7 FReft off gerr = & Gl off @oa & forg g e 78 8
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e, su-afafa & BAfRmtar ¥t Tom gt % a1 qome #9F q9T-a89 97 At it oaTs
fafee ot & =9 uwSHEY it oher it off Jur 7z Frerfer £ off fF Aiev@Em + AAATNS TEHETT
TEl &

1. SHSTHEE UH 5U=E13 Fu+ et Raer g et Frareedt sfiv Stuvae % a7e St T4 iT 984

F foro = w9 & v R Srar @10 ot s A quearet F oo off geer v e o

LET IS

2. SIS & ¥ TN F Hag I8 § Flg (AAT Tk qg1 f3ar o s few v zafgfEes &

TTT TR USiad T FEAAT & ST 2,

3. UHRSHT F w7 § 39 F U uw grer av sifeer g #=ith T oirofa=i F wraimewre Ao quid:

AT ST 81 Foh AT &7 G § U A7 &7 F1 A7 SA1aT 8, Sath sfiedde &l faq #§ 3 a%

o SaT 81 o 31 wwdTE % foru s sitferer /81 €, 9 o 7g Ui aehERTa A8t 2l

T, S T 16 wEALT, 2015 FT AAIRIT AUT 68T ToF H NeSAASH + AT F THSHT ST
294 THSTHT %l AT H FATY AT g T SAAHENT AT g0 IH T TTATUG FLeA Al IR 6T =T

AT, IFT TS T F Haferd e Ari=rert SHT g2 9% =7 ¥ FT=wreli & 97 &7 9 & e &
AR 139 & o AT WA F AT I=adH ATATAT I FARA 0l T & ST AT I=aqd AT
2017 T THUACT(HT) €. 7061 [AT §9 FTH R ((¥ce Ua o] | 3g9a 2017 & F&faer srfier 4.

22972 ¥ qrirE 15 fegwaw, 2017 &1 f&U s+ i & a7 Aaea 63 § T 294 THREET & § Fg The el
THETT Al g AT I IL AT LA AT ATTH AT STUTEAT 2

3T, dre it RIS & Mg I Frald ava 9q¢ ¢ 4 39 TRl § wdide s&agdal &1 s
et siferer A2l 2 ST siew¥g + AN & UHRSEl &1 STAN AW & o s qof gEr
AT &

dq: A, FealT TLHRL, A T ToTeT ATy Afafa=m, 1940 (1940 =1 23), FT 9T=T 26%F FIT
Tacd QTRAl T TART FXd g0 3T ale i (RIel & S 9¥ Uaag Metatead srafer &7 Eward
fafawtor, fasrar s farawor &t Safea # aohre waE & gfafug w2

“HTE ITANT o 70 SAieA8e + AT 6 GIeR=07 f =ad gar” |

[T, &. T 11035/53/2014-STOHFTEHT (FIT-110)]

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 258(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Ondansetron + Omeprazole is not rational due to following reasons:
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1. The Ondansetron is a SHT3 receptor blocking antiemetic widely used in chemotherapy and post-
operative nausea and vomiting. However, it is also indicated for other emetic management,

2. Ondansetron has no specific indication in vomiting associated with gastritis in which rather
prokinetic agents are preferred along with proton pump inhibitors, and

3. There is a little justification for giving as FDC, because the pharmacokinetics of both the drugs is
not fully compatible as Omeprazole is given once or twice a day, whereas Ondansetron is given 3
times a day. Therefore, there is no justification for this FDC and hence, the said FDC is not
rational;

And whereas, the Board at its 68" meeting held on 16™ February, 2015 recommended prohibition of
FDC of Ondansetron + Omeprazole considered as irrational, which appeared in the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDCs out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Ondansetron + Omeprazole is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixes dose of combination of Ondansetron + Omeprazole for human use”.
[F. No. X. 11035/53/2014-DFQC (Pt.-11D)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

st
T2 faeett, 11 S9aT, 2019

HT.AT. 259(37).—3Nofer i gare arft f=m, 1945 & fFaw 1228 & @ry ufsq, srwfy &7
TETA AT AfSfFEw, 1940 (1940 7 23) #F¥ &=T 337 F e, F. G. 4 -146 /2007 - ST =, AEE
28 FFFET, 2007 FRT O TSAT ST € TSFLAT F AHY HIAHT gRT 294 FAd g atewsr (e
TOH THE TATY UF S HT Fgl TAT §) & FATeard A1, Sieg suter Tgriad=eh (91d) F ATHIGHT & o1
ST FoRAT 19T T, T T e o foeer S o 1o o 3<% R @ 3g AT ® e At & arveay '
FATH &F T AT FAT IF IF ATATAT 7 3% et T gafeua gt wranfEet av O awm & of;

3IY 39T qe T AT e 1ol aATghT ars (S THH 8 THT a1 Fal AT &) G A= far
AT AT ST AT I T T F TATG TS 7 37 THSIET 0] TResTadr i et i Tt #3 & o v
IT-ATHT T T3 fhaT o;

Y, Su-Afafa 9 BfFEtar S qur aureTERT F 9T TRl Fh GHT-g9T 97 ATeT i TS
fafee St ® =9 THESHET f adver £ off qur 77 Frerfier & o F g + Wit +
rare Mefowy #1 vESEh RrarferfEe s T T =9 e —

1. AT ST SATETE 6 qEA % STieen goara gt 4 THre [HLreeht T uaee o qieaor i
fRrrfer 7t 1 ST )
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2. TUATE S grRuEFAHAT, fhedt e g Yafve siw @wmea F aftaaer & d9g 81 T
AT Th, Aidenie STea= WY 6 a1 =l IS FAT g o Tl Fresht i Useat & =T § iadd
afore it wearst # giy gl 2|

3. U ATreet + wadT aftasor 1 wr afafiw A qEY € qur vEr 1 sterme At g e fehy
fafere sirofer it sruear TRSHT & ATHT AT ILTAT AT M| THH STATAT, FEAATT & AL | Aroyfertad
oft P ot 2 | o, AR B 7 T B wwdel a8 g

T, 92 T 16 FLadt, 2015 F A AU 68T doF § FrEEIA AR + Wi +
T N F THESEN ST 294 THSTHT T AT H FATT TU § FT STTHETT HAT g0 39 T (A0 FeA
#1 Ferrfer i off;

T, IFT TS T F Haferd e Ari=ert SHT g2 9% = ¥ FT=wreli & 97 &7 9 & diaen &
AR 139 & & SAEMT WA F AT I=adH ATATAT I FTRA 0l T & ST AT I=aaqd AT
2017 #it THUAN(HT) . 7061 [WRT &9 a9 FeA ((Hde Ud 7+9] ¥ 3g9q 2017 & [Ffee s
T, 22972 ® qir@ 15 fREwaw, 2017 &1 &u o= viw & a8 Aaea< o g & 294 TRt & 9§25
TFRSTHT THERTT Al g TAT 39 I TATUG FLed T ATIH AT I 2

ST, arE At RIS & Mg T Frald avai 9q¢ g 6 39 TRl § waide s@agal &1 &l
e siif=rer T51 2 o7 grRgaaiRETeTEe + G + SEmeT Qe & TS &1 STINT J\a
o o0 STITs gt gET §9Te7 &

dq: A, FealT TLRIL, A T ToTeT ATy A=, 1940 (1940 1 23), FT 9T=T 26%F FIT
Tacd QTRAl T TART FXd g0 T ale il [RIer & ST 9¥ Uaagn Mefatad srafer &7 Ewarsd
fafator, fesrar =i farawor &t safea # aorre yamE & gfafug w2

“HIAE 3T & o0 greg e RRTSTRe + I + drare fiefdmw & afvasor £ Faa g

[T, €. T 1 1035/53/2014-31'@?{(??[ (WTT-IID)]
=t 4T 3, steTHy, TR Af

NOTIFICATION
New Delhi, the 11th January, 2019

S.0. 259(E).—Whereas, directions were issued to all States and Union Territories Drugs Controllers
under section 33P of the Drugs and Cosmetics Act, 1940 (23 of 1940) read with rule 122E of the Drugs and
Cosmetics Rules, 1945 vide F. No. 4-146/2007-DC dated 28"™ November, 2007 for cancellation of licenses
issued by the said Drugs Controllers related to 294 Fixed Dose Combinations (hereinafter to be referred as
FDCs) which were licensed without approval of Drugs Controller General (I). The said directions were
challenged by the way of writ petition in the High Court of Judicature at Madras and the said High Court
stayed all proceedings in relation to said directions;

And whereas, the said issue was considered by the Drugs Technical Advisory Board (hereinafter to be
referred as the Board) and the Board after consideration of the matter constituted a sub-committee to examine
the rationality and safety of these FDCs;

And whereas, the Sub-committee examined these FDCs in various meetings held from time to time in
consultation with the manufacturers associations and stakeholders and recommended that the FDC of
Hydrochlorothiazide + Ramipril + Losartan Potassium is not rational due to following reasons:

1. The combination of Ramipril and Losartan will cause more side effects because combining ACE
inhibitors and ARBs is not recommended;

2. Side effects like Hyperkalemia, Renal failure are associated with the combination of Ramipril and
Losartan. Further, the ONTARGET study also confirmed that combination of ACE inhibitors and
ARBs produce increased incidence of adverse effects;
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3. There is no additional benefit of ACE inhibitor + ARB combination and there is no study to show
the benefit of the FDC over the individual drug. Moreover, side effects are also reported.

And whereas, the Board at its 68" meeting held on 16" February, 2015 recommended prohibition of
FDC of Hydrochlorothiazide + Ramipril + Losartan Potassium considered as irrational, which appeared in
the list of 294 FDCs;

And whereas, the Writ Petition related to said FDC along with other Writ Petitions on the same issue
were transferred to Hon’ble Supreme Court of India under article 139A of the constitution of India, and the
Hon’ble Supreme Court in its judgement dated 15" December, 2017 in Civil Appeal No. 22972 of 2017
arising out of SLP(C) No. 7061 of 2017 [Union of India vs Pfizer Limited and Ors.] has observed that certain
FDC:s out of 294 FDCs are not rational and are required to be prohibited or withdrawn;

And whereas, on the basis of the recommendation of the Board, the Central Government is satisfied
that there is no therapeutic justification for the ingredients contained in this FDC and that the use of the drug
FDC of Hydrochlorothiazide + Ramipril + Losartan Potassium is likely to involve risk to human beings;

Now, therefore, on the basis of the recommendations of the Board and in exercise of the powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government
hereby prohibits in the public interest the manufacture for sale, sale and distribution of following drug with
immediate effect:-

“Fixed dose combination of Hydrochlorothiazide + Ramipril + Losartan Potassium for human

99

use”.
[F. No. X.11035/53/2014-DFQC (Pt.-11I)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.
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