LIST OF DRUGS DECLARED AS PROHIBITED ON 02/06/2023

(Refer Government of India Gazette Notification No. 2297)

SI. Prohibited Fixed Dose Combination
No.
1. | Nimesulide + Paracetamol dispersible tablets
2. | Amoxicillin + Bromhexine
3. | Pholcodine + Promethazine
4. | Chlorpheniramine maleate + Dextromethorphan + Guaiphenesin + Ammonium
Chloride + Menthol
5. | Chlorpheniramine maleate + Codeine Syrup
6. | Ammonium Chloride + Bromhexine + Dextromethorphan
7. | Bromhexine + Dextromethorphan + Ammonium Chloride + Menthol
8. | Dextromethorphan + Chlorpheniramine + Guaiphenesin + Ammonium Chloride
9. | Paracetamol + Bromhexine + Phenylephrine + Chlorpheniramine + Guaiphenesin
10.| Salbutamol + Bromhexine
11.| Chlorpheniramine + Codeine Phosphate + Menthol Syrup
12.| Phenytoin + Phenobarbitone sodium
13.| Ammonium Chloride + Sodium Citrate + Chlorpheniramine Maleate + Menthol
(100mg + 40mg + 2.5mg + 0.9mg), (125mg + 55mg + 4mg +1mg), (110mg + 46mg +
3mg + 0.9mg) & (130mg + 55mg + 3mg + 0.5mg) per 5ml Syrup
14.| Salbutamol + Hydroxyethyltheophylline (Etofylline) + Bromhexine
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MINISTRY OF HEALTH AND FAMILY WELFARE -
(Department of Healt]i@ﬁ?ﬁﬁiif :iJ\'/e\ffE}'é; 5
NOTIFICATTON ~ - -7 "= %

sy TN

of drug fixed dose combination of Nimesulide+ Paracetamol - tﬁ'&"ﬁél"ﬁ_ih}é_f} 4
5.0.712(E), published in the Gazette of India, Exlraordinary:rPaﬂ-lk-Spﬂiop‘ﬁﬁ_{r_%- Al

And whereas, in light of the directions given by xh‘ﬁma?:_‘*b‘:‘é"sab‘réri‘é:‘feouﬁ‘:ar’?rn"afa?rﬁ?ﬁgjuagemm?dﬁd
the 15th December, 2017 in the case of Union of India ang AN Pizer Tray and-Ors:, €lvit-Appeal Not 22073 of
2017, inter alig, mentioning that in respect of 15 FDCs clai-nmd--ua;l!agrﬁpprow‘sg‘- ﬁrirgmg 1988, Central Government
may, if it so chooses , de novo carry out yp inquiry as to whether fixed doso combinations licensed prior 10 1988
should be the subject matter of a notification under section 26A Gf e Drugs and Cdvmetios Act THD(23 9t 1940,
the matter was examined by an Expert Commitiee constituted by Government of India which furnished IS report on
the 1™ April, 20272 in respect of above drug 1o the Central. Governmen; and Drigs Technjeal ‘Advisory Board
constituted under section 5 of the Drogs ang Cosmetics Act, 1940 (23 of 1940) agreed 1o the. report submitied by the
Expert Committee; ' | ‘

O :,7,..,_.',:_.?.

Advisory Board, the Central Governmen is satisfied that i is 'ricc’ésisui’y and cipe(_iie'n_?‘in pub’li(_::' imi;f_csr 3% régulaie';hy

way of prohibition the manufacture for saie, sgle and dislribmi_bn for hirmah tise of the'said drugin the country, -
O the B e s LECOURlIy

Now, therefore, in supersession of the no:iﬁcationﬁ_if___l‘ijq ,JC_;mern_lneql of India, Minjsiry of Health and

Family Welfare (Department of Heg)th and Family We]fare)Tpﬂ_{:‘iﬁ.Sﬁéfq-in}T'T_'(“"Gazé[{é"‘()'f"lli(:lfi_—,‘ Ex_i',r’aojr_dniﬁa'r'-)i{ Part 11,

Section 3, Sub-section (ii), vide number S.0. 712 (E)¥ated the wjg™ March. "2018. 6k the basis’” of - the

recommendations of the said Expert Commitice and the Drﬁ'g‘sT'Tcéhrﬁéal"A‘dviso,ry,_Boa'rE!: and in éxbreise of powers

conferred by section 26A of the Drugs and Cosmeticy Act, T940 (23 of 1946).” the Céintral 'Gf}fc:r__rir_n‘c.h_lj herehy

prohibits the manufactyre for sale. sale or distribution for human use of df[rg?t"lx‘é@ dosé combination 6f Nimesulide +

© o ENoX HH03S/532014-DEQC (Part-1v))

o ARADHANA PATNAIK. i, Secy,
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New Delhi, the 2‘ndJuner.-2'Q‘:23i}A"5:. IR IR s U IRl FRRGTON
5.0. 2395(E).—Whereas, the Central Government in-exercife nj!;n'me_‘-povgc;gs-ﬁm‘rtfg-:f‘rgd_ by .'{CC!iOFil 26-A-of Lhe
Drugs and Cosmetics Act. 1940 (23 of 1940) prohibited the manufacture for sale. sale and gistribulion for human usc
of drug fixed dose combination of Amoxicillin+ Bromhexine vide notification iumber $.0. 777°(E) published in the

Gazette of India, Extraordinary, Part 11, Section 3(i), dated -thr—k{)g'Mf;fd}:ﬁ(Hﬁ: I i I I e

+

And whereas, in light of the directions given by-the-Hon ble-Supreme:€qurt of lidia inits jpdgement dated
the 15th December, 2017 in the case of Union of India and Anr-v/s. Eﬁgzqr_le;,;qndr.O,r."v_ekCLvil,.;Abpcgl Na, 22972 of
2017, inter alia, mentioning that in respect of 15 FDCs claimed to be dpproved prior to 1988, Central, Government
may. if it so chooses . de novo carry out an inguiry as (o whether Tixed dose ‘combinations licenked” prior 101988
should be the subject matter of a notification under scction” 26A-of the' Prugs and-Cosmeticy Act . [940i23 ot T,
the matter was examined by an Expert Committec constituted by Government of India which furnished its report on
the 1™ April. 2022 in respect of above drug to the Central Government and Drugs Technical Advisory Board
constituted under section 5 of the Drugs and Cosmetics Act, 1940723 of1940) ajirced to thé-reporT dabmiticd by the
Expert Committee; : .
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And whereas, the Expert Committee recommended that “there is ‘o therapeutic - justification for the
ingredients contained in this FDC and the FDC may involve risk to human beings? Hence, in the larger public inigrest,
it is necessary to prohibit the manufacuyre, sale or disiribution of (h'i'.\i;F-DC under Scction 26: A of the Drugs and
Cosmetics Act, 1940. In view of the above, any kind of regulation or ﬁislﬁclion;lg allow for any use in patients is not -
justifiable. Therefore, only prohibition under Section 26A is recommended”,. . - L :

And whereas on the basis of the recommendations' of- the. Expere ‘Commitieg’ and the Drugs Téchnical
Advisory Board, the Central Government is satisfied that i is.necessary and 'dxpédien; in public interest to regulate by
way of prohibition the manufacture for sale, sale and distribution for homan use bf the'sajd drug:in the country,

[E No. X.11035/53/2014-DFQC (Part-1V)]
- ARADHANA PATNAIK, Jt. Sccy.
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New Delhi. the 2nd Junc. 2023

5.0. 2396(E).—Whereas. the Central Government in exercise of the powers conferred by section 26 A of the
Drugs and Cosmetics Act, 1940 (23 of 1940) prohibited the manufacture for sale. sale and_d_islrjbution for human use
of drug fixed dose combination of Pholcodine+ Promethazine vide notification number $.0. 789 (E). published in
the Gazette of India. Extraordinary, Part II, Section 3(ii), dated the 10" March. 2016: ° :

And whereas, in light of the directions given by the Hon'ble Supreme Court of India in its judgement dated
the 15th December, 2017 in the case of Union of India and Anr. v/s Pfizer L1d. and Ors. Civil Appeal No. 22972 of
2017, inter ali, mentioning that in respect of 15 FDCs claimed 1o be approved prior to 1988 | Central Government
may, if it so chooses , de novo carry out an inquiry as to whether fixed dose combinations licensed prior to 1988
should be the subject matter of a notification under section 26A of the Drugs and Cosmetics Act .1940(23 of 1940},
the matter was examined by an Expert Commiltee constituted by Government of India which furnished its report on
the 1™ April, 2022 in respect of above drug to the Central Government and Drugs Technical Advisory Board
constituted under Section 5 of the Drugs and Cosmetics Act. 1940 (23 of 19401 agreed 10 the report submitted by the
Expert Committee;

And whereas, the Expert Committee recommended -that “there is no therapeutic justification for the
ingredients contained in this FDC and the FDC may involve risk to human-beings: Hence. in the larger public interest;
it is necessary to prohibit the manufacture, sale or distribution_ of this FDC under section 26 A of the Drugs and
Cosmetics Act, 1940, In view of the above, any kind of rcgula'l'ifu_n'or restriction 1o allow for any use in paticnts is not
justifiable. Thercfore. only prohibition under section 26A is recommiended

And whereas on the basis of the recommendatiofis” of ‘the Exper Coniminied dnd the” Drugs Technical
Advisory Board, the Central Government is satisfied that‘ﬁ’i{iié«ibs‘sh?y anfl"expedicnt in public intérest to regulate by
way of prohibition the manufacture for sale, sale and disiribinion for huinibin use of the said drug in the country, ‘

Now, therefore, in supersession of the notiﬁcaiipn_éf the Go‘vb}nn’len:t of India. Ministry of Health and

Family Welfare (Department of Health and Family Welfarc} ublishédtin e Gazeti€ of India, Extraordinary: Part I,
Section 3. Sub-section (if), vide number $.0.789 (E) dated the T0™Marth; 2016 on the'basis of the recommendations
of the said Expert Committec and the Drugs Technical AdVisory Board:"und in exercibc 'of - potvets Loferred by
section 26A of the Drugs and Cosmetics Act. 1940 (23"of 19401, the Ceiifral Govertiniem -Rbreby iprofibits 1hd
: g ' vl -of “PholéidineCs

i - - g A o higeyeap il
vt g O IR

manufacture for sale, sale or distribution for human use of ! drug -fixcd ‘dosi- Caiibiration -of
Promethazine with immediate effect. VUL T s :
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ARADHANA PATNAIK, J1. Sccy.
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NOTIFICATION: - A ey ,
New Dethi, '!hc,'?nd_‘fun_c,:';;’tlﬁ?if" VT e TR e
5.0. 2397(E).—Whereas, the Central Governrﬁcnﬁhfc}-cltb'i-.% ottt poweTs ’L(;nh_'l'l'tjbj; Section 26'A of the
Drugs and Cosmetics Act, 1940 (23 of 1940) prohibited’ the manufacture for sale. sale und distribution for human use
of drug fixed dose combination of Chlorpheniraﬁmineﬁmﬂ!galg_,,,t‘, _Deerngghpr Il_a_n~_+--‘G_u_a_ip:hc__lr!esin_ +
Ammonivm Chloride + Menthol vide notification number S,0." 869 (E) published in the Gazette of India,
Extraordinary, Part 11, Section 3(ii). dated the 0% March, 3016~ 1T Tt rr o i B

. R e "': _‘ '~ Ty oees .":' -"_.."} ,‘.,. e ‘ -

And whereas, in light of the directions given by the Hon’ble Supremé Court of India 0 1ts judgement datéd

the 15th December, 2017 in the case of Union of India and Anr. Vis Phiger L1d: and Ors, Ci\ij!iAppc‘a!_ No';r2297_3 of
2017, inter alia, mentioning that in respect of 15 FDCs claiimed 1o b approvedl prior 1o TYER s Ceniral Gavernmint

may, if it so chooses , de novo carry out an inquiry as to ayhether fixed dfpse conyﬁimt‘rmiﬁicéj‘;ﬁcﬁ-briqi:q&i ‘1948
should be the subject matter of a notification under section 26A of the Drugs and Cosmetics Act J940(23:af 1940,
the matter was examined by an Expert Commitice constituted by Government of !ndig which furnishéd 118 report on
the 1™ April, 2022 in respect of above drug to the Cemral Goverhmedi dnd: Drugd "Teehnical Kdvisory Board
constituted under Section 5 of the Drugs and Cosmetics Act, 1940 (23 of 1940} agreed, t0-fhiereport subnitted by the
Expert Committee; S S S

And whereas, the Expert Committee recommended “that “there is - no- therapeutic justification for the
ingredients contained in this FDC and the FDC may involve risk4o-human heings. Hence. in the larger public interest,
it is necessary to prohibit the manufacture, sale or distribution of this FDC under section 26 A of the Drugs and

Cosmetics Act, 1940. In view of the above, any kind of regulation of restriction 16 allow Tor any uscin patients is not
Justifiable. Therefore, only prohibition under section 26A is recommended™. . P S TR .

And whereas, on the basis of the recommendations of ‘the Expert Comniitice and the Drugs Technical
Advisory Board, the Central Government is satisfied that it is fieéessary and éxpedient in public interest to regulate by
way of prohibition the manufacture for sale, sale and distribution for humian usc of the-said drug’in the coury.

Now, therefore, in supersession of the notification of the Government of: India, Ministry of Health and
Family Welfare (Department of Health and Family Welfare) published in the Gazetig'of Iridia, Extradrdinary, Part Ir;
Section 3. Sub-section (i), vide number S.0. 869 (E). datéd the 10" March."2016: “on ‘the basis - of the
recommendations of the said Expert Committec and the Drirgs T_echn'iéail"?\'d\?i:%(')ry'}?gtxa_ir'd: nd in Exéreisc of poiwdrs
conferred by section 26A of the Drugs and Cosmetics Act, If)'40_(23-bf‘fl94‘m{_"thé Ceiitril Government hereby
prohibits the manufacture for sale. sale or distribution far huiiad uié of druj fixed- Ydse combindtion - of
Chlorpheniramine maleate + Dextromethorphan + Giiiiphenesih "Aﬁ:‘ino[lium-(_:hﬁ)ride:% Menthol ‘with
immediate effect. B Gomhm s e :

R N ':::.““" oy S
IF. No. X.11035/53/3b14-DFQC (Barc v
Swf e i L ARADHANA PATNAIK. Jt. Secy,
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AT AE4TF ) ITF % e o, AFy F 2y et e % vy Rfres ar gy &}
TR 2T =TT 7 &1 i, 4 26% ¥ aE daerafiny R fr frf oAy ot 210

3 Tt fadrm afif sie sty awiy AATEHR A% - Pt BT 5 A T
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TR F wTer & RAfvaw 3wy srgers s a2 - FOTE O r A i g oy
I, S, A A, FTe s R Sy s (sar o e e S
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2016 % sty & 3o Rdsr afdfY i sy rfdt semaeT ¢ A Frafvar F e o e
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iy s e srfrfe, 1940 (1940 77 23) #1 171 267 317 St AT A 7 g,

¥% HTAIY FCHAATE AT + Fidtr Ry 9 fire T A AT 7T ¥ A S o

fashy & for fafawor, FEfY o1 Pravor o7 amren sy 1 7 AT 3
o A XA 035/53/2014-Frerpsl (dr-1v)
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NOTIFICATION

New Delhi. the 2nd Jﬁri'cif?ib?i -

B
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8.0. 2398(E).— Whereas, the Central Government in cxercise of the powers curnt‘érr‘ch t;y section 26'A of

the Drugs and Cosmetics Act, 1940 (23 of 1940} prohibited the manufaciure for sale. sale ind distribution for human
use of drug fixed dose combination of ChIophenirami_r‘lg;;fy_lg_lﬂg_q_f__ﬁ-gQ@ing Syrup Vide natification number
5.0. 909 (E) published in the Gazetie of India, Extraordinary: B3t 1. Section 3(7i)) dated the 10" March. 20167 7
And whereas, in light of the directions given by the -Hdﬁ;_“i_)Ie"Siup_'!'g:me,Cduif(6F\I_ndia-in'its Judgement dated

the 15th December, 2017 in the case of Union of India‘and Anr. v/s Wizer Lid. dnd Ors, Civil'Appeal No. 22673 of
2017. inter alia. mentioning that in respect of 15 FDCs cliimed 1o7be spproved Priok 1o TU88 - Central’ Government
may. if it so chooses . de novo carry out an inquiry as 1o whether-fixed dose comhination. licensed-prior To. 1988
should be the subject matter of a notification under section .26A"of the Brugs and Cosmeties Act 1940(23 of 1940,
the matter was examined by an Expert Commitice constituted by Government of India which furnished its report on

the 1™ April. 2022 in respect of above drug to the Central Government and Drugs Technical Advisory, Board

T e

C ey e
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+ .
constituted under section 5 of the Drugs and Cosmelics Act, 1940 (23 ot‘ I940) agrecd to lhe r’port submuted by the
Expert Committee. o ! Lol || |

And whereas, the Expert Commitiee recommended that “thtre is no therapeutlc Justzﬁcatlon for- thc ;
ingredients contained in this FDC and the FDC may involve risk to human belngs Hence i in the” larger pubhc mterest g
it is necessary to prohibit the manufacture, sale or distribution of this FDC untler ‘section 26' A of lhe Drugs and
Cosmetics Act, 1940. In view of the above, any kind of regulation or restrlctlon o allo‘w for any usa in pauems is nag -
justifiable. Therefore, only prohibition under section 26A is recommended" : "-; o I :

And whereas, on the basis of the recommendations of’ ‘the’; EXpert Cbmmmee and Ihc Druga Tec.hmcal
Advisory Board, the Central Government is satisfied that it is necessary, and exped:cm in public; 1nlerest 1o regulate by
way of prohibition the manufacture for sale. sale and distribution for hum: R usc uf lht. said drug 1n the country

Now, thercfore, in supersession of the notification of [hc G'overnmcm of India Mmlslry of’ Hcaith and -
Family Welfare (Department of Health and Family Welfare) published’ m' the Gazette of Tndia,’ Exlraordmary Part I,
Section 3, Sub-section (i), vide number S.0. 909 (E), dated the: 10" ‘March, 2016; on the basis of the -
recommendations of the said Expert Committee and the Drugs Technical ‘Advisory 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 the manufacture for sale, sale or distribution for human use of drug fixed dose combmauon of
Chlopheniramine Maleate + Codeine Syrup with immediate effect. 17" -

i IF, No X. liO%SlS’&/ZOM—DFQC(Pan IV)}
: ARADHANA PATNAIK o Secy :
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|7"'-".°.. T.f -
F
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wravort, Fr 1088 & wge eredE AT Ay AT, F dhafy o A Hn sfefaie, 1940(1940m
23) 4T 26% ¥ T R At A v g A T A A e Hel ‘s o
R afafa g sfe @ 8 o A 1 s, zozzaﬁﬁwwaﬁﬁﬂﬁ%awaﬁrwaﬁr
At T siafyr st St gara afafRam, 1940(194oaﬁr23)£rum53ra=-rraﬂ%=raﬂwaﬁﬁﬁ
Wﬂé%ﬁﬁrﬁqﬁﬁmwﬁﬁéwmmﬁl S
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aﬁﬁwﬁ%aﬂrqﬁﬁﬁm%ﬁqﬁwmﬁaﬁrmﬁmﬁnmmﬁw# K IR IE i s
saraa ATl afdfRam, 1940 € o 26% F qga W wE S F Rl o fdo o gfey
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NOTIFICATION
New Delhi, the 2nd June. 2023

5.0. 2399(E).—Whereas, the Central Government in exercise of the powers conferred by section 26 A of the
Drugs and Cosmetics Act, 1940 (23 of 1940} prohibited the manufacture for sale. sale and distribution for human use
of drug fixed dose combination of Ammomium Chleride + Bromhexine + Dextromethorphan vide notification
number 5.0 922 (E), published in the Gazette of India, Extraordinary, Past 11, Scction 3(ii), dated the 10" March,
2016;

And whereas, in light of the directions given by the Hon'ble Supreme Court of India in its judgement dated - T

the 15th December, 2017 in the case of Union of India and Anr. v/s Pfizer Lid. and Ors: Civil: Appeal No. 22972 of

2017, inter alia, mentioning that in respect of !5 FDCs claimed o be approved prior 10 1988 ., Central Government

may, if it so chooses . de novo carry out an inquiry as to whether fixed dose (_()mbil'ldll(m\ licensed prior 1o 1988

should be the subject matter of a notification under section 26A of the [)rug. md Cosmetics Act 1940(23 of 1940),

the matter was examined by anr Expert Committce constituted by.Government. of [ndta which furnished-its report on

the I* April, 2022 in respect of above drug to the Central Governmént and Drués Technical Advisory Board
constituted under section 5 of the Drugs and Cosmetics Act, 1940 (23 of 1940) agreed-to the report submitted by the

Expert Committee.

And whereas, the Expert Commitiec recommended that “there is no therapeutic justification for the
ingredients contained in this FDC and the FDC may involve risk-to-human beings. Hence in the larger public interest,
it is necessary to prohibit the manufacture. sale or distribution of this FDC under Section 26 A of the Drugs and
Cosmetics Act, 1940. In view of the above, any kind of regulation or testfiction to allow for any use in patients ls not
justifiable. Therefore, only prohibition under Section 26A is recummendf;d R N R A S

r

And whereas on the basis of the recommendations of the” Expeft’ Comrinltee ancr the Drugs ‘Technical
Advisory Board, the Central Government is satisfied that it is necesﬂary ard predlem in publw’mle\'ewl to regu]ate by

way of prohibition the manufacture for sale, sale and dmtnbutlonfor filimah Gse-of thet said (iﬁ.lg it ltie cduntry:

Now, therefore, in supersession of the notification of the Government of India. Ministry of Health and
Family Welfare (Department of Health and Family Welfare‘-FpuBTsﬁed mﬁhc'Ga?ctlc of Widia, Exlraordm‘fry “Part 11,
Section 3, Sub-section (it), vide number 5.0, 922(E), datcd’t[fé"!O"’March 2016: onr- thc bams of the™ récommendations
of the said Expert Committee and the Drugs Technical Ad'weery Boahl “and in éXeidise of powers C()hferred by
section 26A of the Drugs and Cosmetics Act, 1940 (2Tof I94‘0) ‘ite L Ceritrdl - Gmcmmem Ferehi prC)ﬁlblt“. 'the
manufacture for sale, sale or distribution for human use of" drug nxed‘ é ‘ eombmanon of Ammoml m (f‘hlonde +
Bromhexine + Dextromethorphan with immediate effect: > == =3 Co e

ARADHANA PATNAIK, Jt. Secy.

el i R mem o m aam e N
. TV LT Al

qﬁ-m' e '1111 vy i 1 L

i feeehl, 2 1, 2023 B I LR S
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Wm%qugmmgnﬁﬂswﬁﬁﬂﬁﬁﬂa‘aﬁ1@88i’ftr=?vra=(mﬁ?r="r?f#?m
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T mar a7, ¥ o, AR ag UEr =9vEeT &, & A AR @ 9 7 oawd § & owr RaiRa gow
Faret, O 1988 & T Arzdw Rar v g, Y iy s wame gt st 1940 (1940 1
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frdrrs afdfy gro o9 & 7 off Ry 1 s, 2022 7 37 37 9 AT T S AR # TR A
oft Fur 3wty s i gara sifafRa, 1940(19404123)6ﬁﬂm5?a=ﬁ'rrf%7{3ﬁ1wa'%—«ﬁﬁ
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NOTIFICATION """ ?i'r“l, T T T
New Delhi, the 2nd June, 7016 R

$.0. 2400(E).—Whereas, the Central Government in exercise of the powers conferred by section 26 A of the

Drugs and Cosmetics Act, 1940 (23 of 1940) prohibited the manufatture:-for sate, rtatc'nndthmlbuumrfdr ‘humamuse

of drug fixed dose combination of Bromhexine + Dextromethorphan + Ammonivm Chloride: + ‘Menthol. yide

notification number 5.0. 926(E) published in the Gazctic of India. Fx:raurdmar) Part. II Sculon 1(11 délu& lhe
10" March, 2016; vien

And whereas, in light of the directions given by the Hon ble Suﬁreme Court of india lh ltS |udne£‘nent dau:d
the 15th December, 2017 in the case of Union of India and Anr. v/s P}'m.r Lid! dnd OFs. “Civil Appeal Nb." 22472 of
2017, inter alia, mentioning that in respect of 15 FDCs clmmechn hc'apprpvcd prior to- 988", Central Government
may, if it so chooses , de novo carry out an inquiry as (o whethcr fixed dosc combinations Jjccnsed prior o 1988
should be the subject matter of a notification under section 26A aT th& Drugs i Cosindtios ACT II9aK23 6T 1940),
the matter was examined by an Expert Committee constituted hy Government of India which furmished its report.on
the 1™ April, 2022 in respect of above drug to the Central Government and Drigs Technical Advisory Board
constituted under section 5 of the Drugs and Cosmetics Act, 1940 (23 ¢f 1940) agreed.-to the reportsubmitied by the
Expert Committee; .

And whereas, the Expert Commitiee recommended that thcre is' no therapeutic jusiiﬁcation for the
ingredients contained in this FDC and the FDC may involve risk to human beings. Henee in the' larger public interest,
it is necessary to prohibit the manufacture, sale or distribution of . lhls EDC under section- 26 A of the Drugs and
Cosmeltics Act, 1940. In view of the above, any kind of regulation or Tedtriction to allow for any usc in panents is not
justifiable. Therefore, only prohibition under section 26A is recommended’ - -~ - o v 7o 0 oo 0

And whereas, on the basis of the recommendations of the Expcn Commitiee and"TIhc Drugs’ T’échmcal
Advisory Board, the Central Government is satisfied that it is nccessary ‘dhd expedierit in public’inicrest to regulate by
way of prohibition the manufacture for sale. sale and distribution for huran use of the said dmg in the counlry r
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Now, therefore, in supersession of the notification of the Gmernmuﬂ of India. M:mstry of Health and
Family Welfare (Department of Health and Family Welfare) published i the Gazetie of India, Extraordinary. Part 11,
Section 3, Sub-section (i), vide number S.0. 926 (E), dated the 10™ March.. "(116 ‘on the basis of the
recommendations of the said Expert Committee and the Drugs Techni¢al: Advisory Board; and’ in exercise of powers :
conferred by section 26A of the Drugs and Cosmetics Acl, 1940 (23 of 1940), the Ccmm] Govcmment hereby
prohibits the manufacture for sale, sale or distribution for human use-of deug fixed dose combmduon ‘of Bromhexine
+ Dextremethorphan + Ammonium Chloride + Menthol with Iml’llcdlﬂte effect.

R Nn X. lIO“/ﬂ/ZOM DFQC(Parl vy,
" ARADHANA PATNAIK, Jt. Secy.

afger
7% feefY, 2 5, 2023
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NOTIFICATION © | =& .
New Delhi, the 2nd June, :20413: T SRS

_IPART 1--SEC. 3Gi)}

$.0. 2401(E).—Whereas, the Central Government in excrcise of the powers conferred By section 26 A of the
Drugs and Cosmetics Act, 1940 (23 of 1940) prohibited the manufacture for sale, sale and distribution for human use
of drug fixed dose combination of Dextromethorphan + Chlorpheniramine + Guaiphenesin + Ammonium
Chloride vide notification number S.0. 930 (E) published in the Gazeue of India, Extraordinary; Part 1L, Section 3{ii),
dated the 10" March, 2016; B SRR

And whereas, in light of the directions given by the Hon'ble Supreme Court of Ihdia‘in its judgement dated
the 15th December, 2017 in the case of Union of India and Anr. v/s Pfizer Ltd. and Ors. Civil Appéal No. 22972 of
2017, inter alia, mentioning that in respect of 15 FDCs claimed to be approved prior to 1988 , Central Government
may, if it so chooses , de novo carry out an inquiry as to whether fixed dose combinations licensed prior to 1988
should be the subject matter of a notification under section 26A of the Drugs and Cosmetics Act .1940(23 of 19400,
the matter was examined by an Expert Committee constitutcd by Government of India which furnished its report on
the 1™ April, 2022 in respect of above drug to the Central Gavernment and Drugs Technical Advisory Board
constituted under section 5 of the Drugs and Cosmetics Act. 1940 (23 of 1940) agreed to the report submitied by the
Expert Commitiee,

T ,
And whereas, the Expert Committec recommended: that “there is no- therapeutic justification for the
ingredients contained in this FDC and the FDC may involve risk to human beings. Hence in the larger public interest,
it is necessary to prohibit the manufacture, sale or distribution of this FDC under section 26 A of the Drugs and

Cosmetics Act, 1940. In view of the above, any kind of regulation or restriction to allow For any use in patients is not

justifiable. Therefore, only prohibition under section 26A is recommended™i. . - - o

And whereas, on the basis of the recommendations: of lhc’fEi:p'éf!'Commilteé and the Drugs: Téchnical

Advisory Board, the Central Government is satisfied that it is’ pg{:je:ssar? and éxpe'dicnt in publi¢ iritéfcst'lo';bgﬂlalc by
way of prohibition the manufacture for sale, sale and distribiifion for human use of the sdid-druglin thé country.

Now, thercfore, in supersession of the notification of the; Government of India.: Ministry of Health and

Family Welfare (Department of Health and Family Welfarcl publishéd ‘il I Gazed 01 Fdih. EX fabrdinary ! Part IL;
Section 3. Sub-section (ii), vide number S.0. 930 {E) dated’ e’ 10 “Murth: 2016, | ok it basis of the
recommendations of the said Expert Committee and the Drugs-Techaical Ad¥i¥ory Board: And if Bxeieise offpowers
conferrcd by section 26A of the Drugs and Cosmetics "Act.”1940 (23! of 194077 th¢ “Ceéniiral Govidrament! hereby
prohibits the manufacture for sale. sale or distribution for Rumi ase’ of€ driig” fixed ‘ddsc “¢ombinkition " of
Dextromethorphan + Chlorpheniramine + Guaiphenesir_i"{Ai)}mﬁhiﬁh!"‘Chlb?i(jéiWiiﬁl_‘"gr’ﬁ?nE@!’i'é:'{e"'éffeéi'. LA

LT R X T10avAA01 £ DEQE (Part-1v))

CARADHANA PATNAIK. Jt. §edy.
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e 7 & ol TEAE ¥ TarEt ¥ R i anfirer g1 wsar 21 zafn amrE g §, iy s
THTER ATRR SfdfEw, 1940 i 4T 26% ¥ q79 =7 nwI ¥ Afwtn. R 11 Bar o afiEy
AT AALTF 31 ITAE & A o, ARG F qar ¥ Beft off v F 3o g Afewe an gftwy f
FA 3T AT &1 TR, are 26% % agd ety B s £ Rrerfor £ s e

ﬁrmﬁaﬁﬁaﬁaﬁ%aﬁtmaﬂﬁmaﬁﬁﬁwﬁyﬁﬁmmw %rs’(ﬂtﬁlt‘l'r?t\ri
aTa & wqE & B 3o & sAfRa # e o F Fro g At £ R % o Rt fé?ﬁsﬁrf%amw
gfay ¥ wregw & fafAgw 57 sraegs o iy 21 '

mﬁqwmmwsﬁtwﬁmmwm(wﬁvw”mﬁmmwm

¥ AT, AQTET, 9 I, €% 3, IT-% (i) § wwriora sferg=m A=ar 1,91, 977 (%) fais 10 A7+,

2016 & s # 3% fFoww afwfy o sioy gt aamsr 9 ft fafet F sme g s

ity o afed wara afefTw, 1940 (1940 F7 23) F¥ 41T 26%F F1AT w27 AREAT F1 WA F4. g0,

¥ THR AR + ATRAT + FATARUGT + FAHATAT + AR Fir Fifem g

mmwﬁw%mm%%w%ﬁ%ﬁvﬁﬁm faft o7 faTm 1 qee gvTE ¥ 0%
2l :

['rr A x 11035153/2014 ﬁmﬁrzpﬁ T lV)]

Tarr o E ‘[ Fmma
NOTIFICW Hl r _“:— i -;‘«M / .?:. " :-, ;-_.: .
New Delhi. therd-fume 200 ey > mhmo o, T e

S.0. 2402(E).—Whereas, the Central GovernmenBin cxercive of the' pmvcrs ‘conferred by Gection "6 A of the
Drugs and Cosmetics Act, 1940 (23 of 1940) prohibited the-minufacture for sale. sale and d:strlbutmn for human use
of drug fixed dose combination of Paracetamol + Brumhgxmg_,+ _Phen_ylepj]_rlne, + Ll lgrpjgplramme +

Guaiphenesin vide notification number $.0. 977(E) published _in lhe Gazenie: of Indm Extmorq:nary Part 11,
Section 3(ii), dated the 10™ March, 2016; L " R { _.f T

And whereas, in light of the directions given by the Hon ble Shpreme Court 0 Ind|a m 1ls Judg,emem dated
the 15th December, 2017 in the case of Union of India and-Ant. v!x Phisdr Lid:fand Bk, C|v1] Appeal Nd 729?%01"
2017, inter alia, mentioning that in respect of 15 FDCs claimed to b&fab-pré'v"em prcE 8 TORET Cemﬁraf Go&ernm"ﬁl
may, if it so chooses , de novo carry out an inquiry as to-whcther, fixeifdtse vomibinagibite; Imen‘;ed PrioF 10 l‘)&?
should be the subject matter of a notification under section 26A of theé Drugs and Cosmetics Act .1940(23 of 19405,
the matter was examined by an Expert Commiittee constituted by Government of India which furnished its report on
the 1M April, 2022 in respect of above drug 1o the Central Governnmédt iha” Drigs TTeehical Agvistiy Bourd
constituted under Section 5 of the Drugs and Cosmetics Act 1940 (’1 of I94()} agn.cd Iu.u:u. rcpm; sfubnmlcd by the
Expert Committee; N A

And whereas, the Expert Committee recommended- that thcre is no- therapeutlc ‘justification for the
ingredients contained in this FDC and the FDC may involve gisk-te-human beings. Hence in-the larger-public interest, '
it is necessary to prohibit the manufacture, sale or distribution of this FDC under section 26 A of the Drugs and
Cosmelics Act, 1940. In view of the above, any kind of regulation of- ‘resitfiction (o aHnw Tor’; any use in paticms is not
justifiable. Therefore, only prohibition under section 26A is recommendegl™ s

And whereas, on the basis of thc recommendations of lhc'Expurt Cormittee and the Drug. l‘cchmcal
Advisory Board, the Central Government is satisfied that it i’ neccssary dnd cxpcﬂicm in pubhc lnlere'il 6" rei_ulaté by
way of prohibition the manufacture for sale, sale and distribution for humtn use bfthe said'drug in thie:€otiniry.

Now, therefore, in supersession of the notification of the Government of Indm Mmlstry of. Health and
Family Welfare (Depurtment of Health and Family Welfare) pubhehc‘d in 1H¢ "Gazétic of Indm Exlraordmary, Part 11,
Section 3, Sub-section (ii), vide number $.0 977 (E) dated the IO“‘ March ”0!6 on the bums ‘of thc recommendallom
of the said Expert Committee and the Drugs Technical Adwmry Bt&and an(j fin exXercise ‘of powers- Cdnferred’ ‘by
section 26A of the Drugs and Cosmetics Act. 1940 (23 of 1940, {fhe- Central’ (;ow.rnmenl ’hereby prehllilts the
manufacture for sale, sale or distribution for human Gse of drug fiXed: doke mmbm‘mon “of Paratetamﬁl +
Bromhexine+ Phenylephrine + Chlorpheniramine + Gualphenesi’n wn‘!h lmmedlatc ctfcer R

RN, xuowwzpm DFQC[LP.mrIV)]
h ARADHANA PATNAIK. J. Secy
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e el gar F A &g R, Ay st Rarw 51 Rarw 10 7, 2016 F WTTd & T,
SrETerToT, T i1, @ 3(ii) W oo srfergET Fa 978 (1) F Aga yiAtug

T smat, mﬁﬂmwmzowaﬁ&rﬁwmmzzgn mwwaﬁr
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T, e 1988 & 7t Az faar mar £ Safy S s AT S, 1940 (1940 F1
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o afAfy gre s A a4 S 1 e, 2022mwmwmﬁﬁﬁﬂﬁmnm7ﬂmtﬁ
o g iy s wied varaw sfdfRaw, 1940 (1940m23)ﬁm5wmrrﬁ—aafrww:ﬂﬁ
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i wafe, ﬁmaﬁﬁﬁfﬁwﬁwﬁﬁ%'WWﬁrﬁqmﬁﬁWﬂﬁW
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Ty anr sfafa, 1940%&%2%%@?@&?% £y oy faawm o wineEy
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mﬁémmmﬁ%mﬁ'ﬂ amzsaﬁﬁaiﬁmmmmﬁﬁwﬁwﬁaﬁﬁ%l" :

e s Ry AR o s AR meTRRTe A A PRt g Sy AT T
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¥ TS, STATHTIO, ST I, €E 3, S-S (i) 3 SO ST AL, 478 (%) T 1b W
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NOTIFICATION
New Delhi. the ”nd Tune, "02'% ;

S$.0. 2403(E).—Whereas, the Central Govemmcnrm émuse of Ihc nnwus ml"l;fu:ﬁdrhy d.lion ""6 A 0[ Ihe
Drugs and Cosmetics Act, 1940 {23 of 19401 prohibited the manufacture for sale. sale ‘and distribution for human use
of drug fixed dose combination of Salbutamol + Bromhexine vide notification: number S, 0 978 (E) pubh\hed in the

Gazetie of India, Extraordinary, Part 11, Section 3. daled thc ]()"’ MaFch "(116 .

And whereas, in light of the directions given by the Hon b!e u reme: Loum of indla 1’h its |ud5emenl dated
the 15th December, 2017 in the case of Union of India and Anr. \/\ Plizer | Ad, and Ors: Civilf Appuﬂ No. 22977 of
2017, inter alia. mentioning that in respect of 15 FDQs claimied (0 b apprmcu priorio’ (19RE:Y Céntral Govcmmcnt
may, if it so chooses . dc novo carry out an inquiry as 10 whether fixed dose. qmnhm.;mm\ dicensed prior 0 1988
should be the subject matter of a notification under section 26A of the Drugs and € osmetics Act 1940023 of 1940),
the matter was examined by an Expert Committee constituted by Government of India which furnished its report on
the 1% April, 2022 in respect of above drug to the Cenral Gmurnrﬂem and Drug__x Tuhmml Adyiaory Board
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constituted under section 5 of the Drugs and Cosmetics Act. 1940 (23 of [940) agreed to the repon submitted by thc
Expert Commitiee; ‘

And whereas, the Expert Committee recommended that thc.rc i85 no the’rapcutic justification far the
ingredients contained in this FDC and the FDC may involve risk to human beings. Hence. in thé larger public interest,
it is necessary to prohibit the manufacture, sale or distribution of this FDC under séction 2() A of the Drugs and
Cosmetics Act, 1940. In view of the above, any kind of regulation or restriction to allow for .my use in pam.m\ is not
justifiable. Therefore. only prohibition under section 26A is recommended™;

And whereas, on the basis of the recommendations of the Expert Commitce and the Drugs Technical
Advisory Board, the Central Government is satisfied thal it is necessary and expedient in public interest to regulate by
way of prohibition the manufacture for sale, salc and distribution for human use of the said drug in the country.

Now, therefore, in supcrsession of the notification of the Government n! ]Ildld Mumlry of Health and
Family Welfare (Department of Health and Family Welfare) published in the Gazette: of India, ‘Extraordinary, Part [1,
Section 3, Sub-section (ii), vide number S.0. 978 (E), dated the 0™ March. 2016: on the basis of the
recommendations of the said Expert Committee and the Drugs Technical Advisory Board; and in cxercise of powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940}, the Central Government hereby
prohibits the manufacture for sale, sale or distribution for human use of drug fixed dose combination of Salbulamol +
Bromhexine with immediate effect.

_IF. No. X.1 1035/5312(}!4-DFQC (Part—IV)]
ARADHANA PATNAIK. It. Secy.
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NOTIFICATION
New Delhi, the 2nd June. 2023

5.0). 2d04(E).—Whereas, the Central Government in excrcise of the powers conferred by section 26 A of the
Drugs and Cosmetics Act, 1940 (23 af 1940) prohibited the manufacture for sale. sale and distribution for human use
of drug fixed dose combination of Chlorpheniramine + Codeine Phosphate + Menthol Syrup vide notification
number 5.0 983 (E) published in the Gazette of India. Extraordinary. Part 11, Section 3(ii). dated the 10™ March. 2016:

And whereas, in light of the directions given by the Hon'ble Supréme Court of India in its judgement dated
the 15th December. 2017 in the case of Union of India and Anr. vis Pfizer Lid. and Ors. Civil Appeal No. 22972 of
2017. inter alia. mentioning that in respect of 15 FDCs claimed to be approved prior 1o 1988 Ceniral Government
may. if it so chooses , de novo carry oul an inquiry as to whether fixefl dose combinations licensed prior to 1988
should be the subject matter of a notification under section 26A of the Drugs and Cosmetics ACt .1940(23 of 19400
the matter was examined by an Expert Commitice constituted by Goveriment of India which furnished its report on
the 1 April, 2022 in respect of above drug to the Central Government ang Drugs Technical, Advisory Board
constituted under Section 5 of the Drugs and Cosmetics Act. 1940 (23 ol 1940} hgreed 1o the report submiticd by the
Expert Commitiee; T S

And whereas, the Expert Committec recommended that “there is no therapeutic justification for the
ingredients contained in this FDC and the FDC may involve risk-lo human beings. Hence in the larger public intgrest,
it is necessary to prohibit the manufacture, sale or distribution-of this FDC under section 26 A of the Drugs and
Cosmetics Act. 1940. In view of the above. any kind of regulation or restriction to allow for any use in patients is not
justifiable. Therefore, only prohibition under section 26A is recommended™; '

And whereas. on the basis of the recommendations of thé E'){péri‘"Gb'l'ﬁi_ﬁiit“eré"Ei?ad "Ithc"-‘E')"ru'gs-'l‘cch‘rﬁcul
Advisory Board, the Central Government is satisfied that it is nécessary and cxpedient in publi¢ interést {6 reghlate by
way of prohibition the manufacture for sale. sale and distributionfor humai use of the Said'drugin the codniryt -~ -

- - -} N 3oy 4 - Toe o [ R TR

R St I MR ST O IR
Now, therefore, in supersession of the noliﬁcaljpntoil the Gov'crnnwnli of India,.Ministry of chillh“and
Family Welfare {Department of Heaith and Family WelfareY SBlished i e Gazetiv of Wi, Extraordifary” Part'l,
Section 3. Sub-section (ii). vide number S.0. 983 (E)dated he” 10" -March: 20167 oif “ihe basis - Of the
recommendations of the said Expert Committee and the Drugs Techaicdt Advitary Bbard! indl i exércise of powers
conferred by section 26A of the Drugs and Cosmctics ACt, 11940 ¥R b192017 the Celttral GoVernént heréby
prohibits the manufacture for sule. sale or distribution fdr  huinan |Use” of - drig” ikéT dase “combisiation” of

Chlorpheniramine + Codeine Phosphate + Menthol Syrt’:p'-\}-it}j'iiii'leédiiit‘é'cﬁ'éch_.'--' G S
: S e Do ST st
o E, No. X, 11035/53/2014-DFQC (Parti V)
ARADHANA PATNAIK. Jt. Secy:
'-v_"‘- -1 PR -

r' I":‘:?'i"‘ .

 Foeehl, 2977, 2023
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Ll'1:1 o
NOTlFtn:"ih'mN . : :
New Delhi. thé 2nd Jase: 2083 3~ 33 =T}

$.0. 2405(E).—Whereas. the Central Government® I'I'ITX?I"CIKL"()|"I]TL pum(r\-chnfcrrcd-hy‘:uﬁ(m 6 &of the
Drugs and Cosmetics Act. 1940 (23 of 1940) prohibited the manufactire: JHor Saley salezand distribution.for human. use
of drug fixed dose combination of Phenytein + Phenobarhitone sodium vide “notification’ number $.0. 1028 (1)
published in the Gazette of India, Extraordinary, Part H, Section 3(ii). dated the 101h March 26

And whereas, in light of the directions given by the Hon' blerSubreme Eourt of TAdia n :ts Judgcment dated
the 15th December, 2017 in the case of Union of India and-Anr. v/s Piier Lid; “and Ots, Civil Appeal Na. 22972 of
2017, inter alia, mentioning that in respect of 15 FDCs claimed 1o-he- approvei-pridr to 1988 , Ceniral-Government
may, if it so chooses , de novo carry out an inquiry as to-whether llxcd dose. combinatipns Jicensed pnur o 1948
should be the subject matter of a notification under section 26A of the Drugs .md Cosmcuc.\ Au IQ4(}(2L§ of 1940]
the matter was examined by an Expert Commitiee constituted by (:uVeerent of India’ which furnishcd its rcporl o
the 1™ April, 2022 in respect of above drug to the Central Government and Drugs Technical Advisory Board
constituted under Section 5 of the Drugs and Cosmetics Act. 1940 (’& of 194(& aercad to the TEpOL. suhmltted by Ihe
Expert Committee:

And whereas, the Expert Committee recommended that lhcrc 1$ nNo t|1<.rap<.uhc ;usul‘catmn Fofr th1s I‘DC and
the FDC may involve risk to human beings. Hence in the larger public interest. it is necessary to prohibit the
manufacture, sale or distribution of this FDC under scction 26 A of the Drus_s and Cosmetics Act, 1940, [n view of the
above, any kind of regulation or restriction 1o allow foi/ any “Sein pamnls in not justifiable, Therefore. only
prohibition under section 26A is recommended”™. sl et ' ‘ :

And whereas, on the basis of the rcu)mmcndauunx of. Iln. Expert Committee. and-the. Drugs- Technical
Advisory Board. the Central Government is satisfied that itds m,u.\ssnry. and. J..Xpi.dluﬂ in puhlic 1ere\l to regulate by
way of prohibition the manufacture for sate. sale and dlslrlbutmnjfnr hun}ﬂu usa,,uf the sald. tlru‘t_.!m lhc country.

Now, therefore, in supersession of the notification of the Government of . India. Ministry of Health and
Family Welfare (Department of Health and Family Welfare). published ) the. G.m.nc of India, Extraerdinary.. Part 11,
Section 3, Sub-section (ii), vide number $.0Q. 1028 (E). dated 1}1“ 0" Mdr(.h "()I6 on. Iht. bam of  the
recommendations of the said Expert Committee and the Drugs. Technica Adwsory Bnard dnd in exﬁ:rme of powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (2.3 of 1940). the, Central _Gow;:rnmcnl hcreby
prohibits the manufacture for sale, sale or distribution for human use m drug ttxcd dqse (.ombmduon; of Phenyto;n *
Phenobarbitone sodium with immediate cffect. e e S gy S
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$.0. 2406(E).—Whereas, the Central Government in exercise: Gi-the-powers LO{“LI'R»(] by Scetion 26.A of the
Drugs and Cosmetics Act, 1940 (23 of 1940) prohibited the manufaclurg, for sale, sale and distribution for human use
of drug fixed dose combination of Ammonium Chloride + Sodlum Citrite + thurphemrafmne Maleale +
Mentho! (100mg + 40mg + 2.5mg + 0.9mg) , (125mg + SSmg + 4mg' ¥imp), 110mg ¥ 46mg + Imy + 0. Img) &
(130mg + 55mg + 3mg + 0.5mg) per Sml syrup vndc notification numh(:r S 0 441 IIL) puhh:.hud i the’ G.mm, of
India, Extraordinary, Part 11. Section 3(ii), dated the 07" Scptenfncr ”(}IB T o ¥ I N :

! i '

And whereas, in light of the directions given by the Hon'blg Suprune (oun mfﬂlndm v 11§ ordcr dated
14.02.2019 in the Miscellaneous application No. 600 of 201%-in Civil Appeat Nox 234053 23472 df 2017, the matter
was examined by an Expert Committee constituted by Gevernment. of lndm whieh Lurm\hcd s rnpqrt on the T April,
2022 in respect of above drug 10 the Central Government and Drugs Technicdl Advisory Board “constitated - under
section 5 of the Drugs and Cosmetics Act. 1940 (23 of 19401 agreed to the report. submitted by the Expert, Commitice:
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And whereas, the Expert Commitice recommended that “there is no therapeutic justification for this FDC in
the above mentioned strengths and the FDC may involve risk to human beings. Henee, in‘the larger public interést. it
is necessary to prohibit the manufacture. sale or distribution of this FDC in the above mentioned strengths under
section 26 A of the Drugs and Cosmetics Act. 1940. In view of the above. any kind of regulation or restriction to
allow for any use in patients is not justifiable, Therefore. only prohibitian under section 26A is recommended™,

And whereas, on the basis of the recommendations of the Expert Commitice and the Prugs Technical
Advisory Board, the Central Government is satisfied that it is necessary and expedicat in public’ interest fo regulate by
way of prohibition the manufacture for sale, sale and distribution for human use of the said drugiin the country.

Now, therefore, in supcrsession of the notification of the Government of Indja. Ministry of Health and
Family Welfare (Department of Health and Family Welfare) published in the Gazette of India, Extraordinary, Part 11,
Section 3. Sub-section (ii). vide number S.O. 4411(E) dated the 07" September 2018: on the basis of the
recommendations of the said Expert Commitice and the Drugs Technical Advisory 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 the manufacture for sale, sale or distribution for human usc of drug fixed dose combination of Ammonium
Chloride + Sodium Citrate + Chlorpheniramine Maleate + Menthol (100mg + 40mg + 2.5mg + 0.9mg) , (125mg
+ 55mg + 4mg + 1mg) , (110mg + 46mg + 3mg + 0.9mg) & (130myg + 55mg + 3mg + (.5mg) per Sml syrup with
immediate effect.
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NOTIFICATION
New Delhi, the 2nd Junc. 2023

S.0. 2407(E).—Whereas. the Central Government in exercise of Ihcippwqrs conferred by:seciion 26 A of
the Drugs and Cosmetics Act, 1940 (23 of 1940) prohibited the manufacturé for sale. sale ‘and distribution for Human
use of drug fixed dose combination of Salbutamel + Hydroxyethyliheophyliine (Etofylline) + Bromihexine vide
notification number S.0. 4687(E) published in the Gazetie of India. Bxtraordinary. Part 11 Section 30, dated the
07" September 2018: Lo

And whereas, in light of the directions given by the Hon'ble Supreme Court of India in its order dated
14.02.2019 in the Miscellaneous application No.600 of 2018 in Civil Appeal No.s 23405-23472 of 2017, the matter
was examined by an Expert Committee constituted by Government of India which furnished its report on the 1™ April,
2022 in respect of above drug to the Centra! Government and Drugs Teéchnical Advisory Board constituted undet
section S of the Drugs and Cosmetics Act, 1940 (23 of 1940 agrecd to the report submitied by the Expert Committee:

And whereas, the Expert Commitiee recommended that “there is no therupeutic justification for the
ingredients contained in this FDC and the FDC may involve risk to human beings. Hence in the larger public interest,
it is necessary 1o prohibit the manufacture. sale or distribution of this FDC under scction 26 A of the Drugs and
Cosmetics Act, 1940. In view of the above, any kind of regulation or restriction fo allow for any usc.in patients i5 not
justifiable. Therefore, only prohibition under section 26A is recommended”: i '

And whereas, on the basis of the recommendations of the Expert Committee and the Drugs Technical
Advisory Board. the Ceniral Government s satisfied that it is neeessard and expedient in public interest fo regulale by
way of prohibition the manufacture for sale. sale and distribution Tor humag use of the said drug in the country.

Now. thercfore. in supersession of the notification of the Govermment ot Indiad Ministry. of Health and
Family Welfare (Department of Health and Family Welfare) published iin the Gazeteof India. Extriosdinary. Part if,
Section 3. Sub-section (i), vide $.0. number 4687(E). dated the 07" September 20183 onthe “basis” of the
recommendations of the said Expert Committee and the Drugs Technical Advisory 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 the manufacture for sale. salc or distribution for human usé of drig fixed dose ¢pmbination af Salbutamol +
Hydroxyethyitheophylline (Etofyiline) + Bromhexine with immediate’efTect. et '
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