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srfergEAT
7% fReeft, 2 51, 2023

1.3, 2406(37).—STa1h, g TLHTL  SAUTEr T TETET AT sTfafaae, 1940 (1940 T 23) #Fr
FTRT 26 FTT T ATTRRAT FT TART Fd g0 FAMIH FAIZS + TISAT AT5¢E + FATCHAATRA Ao
+ A= (100 fowm. + 40 B, + 2.5 . + 0.9 fw) |, (125 R, + 55 . + 4 fam. + 1 R,
(110 TRIT. + 46 . + 3 @, + 0.9 @) i< (130 . + 55 fwT. + 3 @, + 0.5 ) wr wfa 5
et oo fa=i® 07 fAdav 2018 & 9wd & TS9O, S|, 90 I, @< 3 (i), § Yo tesg==r
TEAT FT.T. 4411 (1) FIT FHord w7 fsqor areft sirwfert #71 7ma 3ot 2q e, fasfr e faaer &
oo fafRmtor ax A o T = 8

AT Sk, AT F AT IFAH AT g 2017 Fi [Afeer srfrer "@ear 23405-23472 %
TFIOT sree FeAr 2018 Y 600 H fRAF 14.02.2019 F 3ruw neer # fRu s fAgent ¥ et & wreq
TCHTT gIT 1o Uk fadrost afafa g amwer 1 st it 12 2, S 1 order, 2022 1 S<6 oy % "qay
T g TR T AT (LTS | 3f¥ ot v s araddy srferf=ae, 1940 (1940 #7 23) Fir amer 5 %
AT ST ST Tohet 19 ATSHIT AT (AT HHTT FIT TG AT (X919 HSHT &l 4T 2

3T Starfer, faerast |afefa « frerfer it off & “TwSHT § aqeat & o sfes arfee g7 996 g,
ST A=A | 39 ThRS M1 6 (o0 &l e 1 siifercd gl gl THIOT SATTE S (ed § Sraie U STaree
AT AfaEaw, 1940 Fit 9T 26 % (A3 d ST ATeadT § =8 THSET & a0y, et a7 fFawr w
e T SAeAE g1 I A LA H TE@d g, AT H Z4T 6 el €T T F 370 aq Afaawe
a7 wfaay =T 81 g1 T, Fae 97T 26 F dgd (Aue it ferwreer £t St 817

S Safeh faeras afafT oiie sirafer aad it aaTgate are il R 6 LT 9%, % 94 o9
T & T g B 397 & Swfa § I =47 F 99 3T F forw fashy, fashy siw g 3w foro frfamtor #r
Tfaue Feeh Rt FEAT a9 i gH=1T gl

qT, TATTT AT LRI, FATES ST TRATT FAT0 HATAT (FATEST 3T THETE FedTor fodqmr) 9 &
TSI, TETLTIOT, 91 ||, @ 3, 39-a< (i) ¥ faa® 07 fAda<w 2018 =7 F1.31. |. 4411(31), g THI{T
T SATEHATT X §U STAH (AT AT T AT ThAThT TATEHIT AT T AR % ST T T
Sroter ofiT Hiad THTe qTHIT At ae, 1940 (1940 FT 23) T 91T 26 FIXT &< «<hal &1 TN Fld
TU, %% OLEN UAERT Tl T919 8 FHITHIH FARIEE + GIeaH qTeee+ FATChAATET Ade+ AT
(100 31T, + 40 9. + 2.5 &, + 0.9 wm.) |, (125 =T, + 55 f[m. + 4 & + 1 3, (110 .
+ 46 . + 3 f{wr. + 0.9 ) i< (130 @, + 55 fwm. + 3 ff[m. + 0.5 fwr.) a5 woua Ry
£ Faa g e gl sttt o awe soamr F oo fsh, fosh a7 e 9w gfeug omm G
AT Bl

[T |. X.11035/53/2014-STTHFTHT (FTT-1V)]
STYAT TeATaF, HI<h arad

NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2406(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 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 Sml syrup vide notification number S.O. 4411(E) published in the Gazette of
India, Extraordinary, Part II, Section 3(ii),dated the o7 September 2018;

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 Central Government and Drugs 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;
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And whereas, the Expert Committee recommended that “there is no therapeutic justification for this FDC in
the above mentioned strengths 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 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 prohibition under section 26A is recommended”;

And whereas, on the basis of the recommendations of the Expert Committee and the Drugs Technical
Advisory Board, the Central Government is satisfied that it is necessary and expedient in public interest to regulate by
way of prohibition the manufacture for sale, sale and distribution for human use of the said drug in the 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 in the Gazette of India, Extraordinary, Part II,
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 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 combination of 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 Sml syrup with
immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-IV)]
ARADHANA PATNAIK, Jt. Secy.

ST
s faeett, 2 9, 2023

.3, 2407 (37).—STa Tk g THTL F AT T AT AR, Afa=a7 1940 (1940 F1 23) #H¥
gTRT 26F FET T&T IRl T TANT Fd g0 WA 6 TS0, AATEIR, AT I, g€ 3(ii) § Feriera

T, 4687(31) F Tgq AIAE ITANT [0 AEETHIA + BIES FTATSA A IThAATET (TETHISAATE) +
gt = fafamtor, fesft sie fEawor & forw et ax femis 07 frdaw 2018 =t Ay =9 e )

AT SETh, AT * AEAT IFAR AT 5T 2017 Fir [feer srdfrer 5ear 23405-23472 +
Tl sreraT He T 2018 #it 600 # faAiF 14.02.2019 F (= smaer # 2w wu Qe F aretrs § 9ed
HLRTT ZILT TSq U faerest afffa gy 7| it = &t 1% g, JrE 1 3191, 2022 F1 3 0 F qae
H o TR T AIAT OIS G 377 fafer Ua e aredt stterf==s, 1940 (1940 FT 23) Fif a1 5 %
ST ST ST Tohel 96 AATSHIL AT (AT HHTT FIET T AT (X979 HZHT gl TT 2

s Starfer, farrast |fafa 9 frerfer it of & owdeT & aqeat % o sifes anfee g1 a9 2,
ST A=A | T8 THRSTET % (o0 Fre e 17 sif=red 7l g1 SHeT SATI S|ed | Siraid U THree
T sfafaT®, 1940 FT &7 26F & avid I Av=dl # 38 TR & f=wior, fasht a7 gz o=
AT FET Sa9aF g1 ST A AT | TEd gU, ANAT § ZaT & et 6T T % ITAE gq EAfaaae
a7 widerer 3t w21 81 TAT, e 9T 26% F qgd Ao fi Arwrver i et g1

AT STath faeres afffa siw siafdr aeeihr TamgaTe ars it RETier F e uw, g 9w 39
T | T g 6 397 F SAfed | I 747 F 199 ITANT F for faehy, fanhy s fagwor & forw fafamior #r
Tfaver e Ao AT sraeas i aH= g

A, T WL TCHTE, T 3T TRATE Fed 07 GATAT (T ¥ TRET Fodmor f&3amr) sea F
TSI, ST, 9 11, ©% 3, 39-w< (i) ¥ fami® 07 fAda< 2018 =1 a1.3m.7. 4687(31) TIXT T
T STERAIT Fd gU ST TA9TS AIHTT ST ST Thei el TATGHIT FTE Al (HRILLT o ST T 37T
Sroter S wied JaTe AarRit fafa=rm, 1940 (1940 1 23) Y &T<T 265 FTT o< ORI T T Fd
TU, F% O UAERT Tt T9Td & qIegerid + gIg i uaTsa aihdTsT (TErhredadrsT) +
AT & T 6 [FFq gars &1 Gt & forw et e a1 /W soanr & foro st & aorre
TATE F ST Fl g

[T, &. X.11035/53/2014-ST0HFTHT (FTT-1V)]
ST TeATaF, HI<h araa



