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T feeett, 18 3red, 2026

FT.3M. 4595(37) .— FlT TLHRIT o F3M. |, 1717 (1), @ 15 99, 2025 F A1q9 ¥ UH
STERAT ST FoRAT, ST AT o TS0, SETET, A 2, @0 3, IT-gve (i) § Tahrera gs of, S+
FATCHALTATET AUe + TRATSonhi| grRsEarRTEe & Maq gud |99 sitraqae (Rfsa gae
T & gt AR % [, @ =1 @ #1 7 adf F adi yiaated G = o & A
AT F AT 3T TohoT HE AT AT AIEed T T AATAAT sifehd 31 T "R g Sarei &7 ST
T AT F FH 3 F JTARE § Al [HIT ST A0

T FET TTHL T T FHTI ¢ T TR e oY fFAreenhi| gregerTes IF
FF TAT FFT GUOF SIS T STAR AT a9 F FH 3 6 ATAD] 6 (T STEH IcT+ Y ThdT g AT
s Ul sirofernt & wrfe e suersy 2;

ST Ty ST TRAT F AT HATAd, ARG qLR g7 Tied fAaws afufa F wrs=areT
#forue 37 AT enhe g IaRIse IoF A7 SUTeT & Rad gere 9 it = =i, 3 3 At
afafy 7 omr ag e £ &F #@ SamEdr g # [ o amfag sie B e Seoarer
FATCHALTHTEA HTUE Y fFATshT grESEdRTEe Ioh Mad G Sa1e| & T B9 98 a6

&I =TT
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ST Sifer Tae el TATZHE dTe o T 16 FXALr, 2026 FH AT AAAT S5Hh H 3I<h ATALAAT
FLAT. H. 1717 (), ar@ 15 ;10«r, 2025 F Afafesw, FChaaAET ffoue i faTeanfia
RS IFANIES I I g |3 & adl AR & e a1 e & oo i w5 afaatea
FA % YT KT S A, A7 g FE-me & a1, sirufer qaArehr a9qea e =9 a7d 9 aghHd
T o U ATATHRET 7 ST 91 ay § FF g & aTS § dol (6T ST A8,

T Srfer TohetehT TATEHRTT aTS hl I<h TRRTIET o ST TT, Fald TR HT Ag TH1E ¢ FF
SHRd # <9 § AT IUANT F forw UHT sfute & fAwien, fesht Ar fawor @ afaey & wrvemw o/
et weaT sraeTe i == 81

A2, AT, FalT GLRTT AT 3T TETe Gt Afarf==w, 1940 (1940 FT1 23) F¥ =T 26% FTT
YaT ATRIl A TN FA gU, FAhHALATEA dfoue 7 frareenhia gregEarrse I Faq ga
gare & gt At & [t fosht a1 fGaeo & =7 o & stefig gfaated st g 6 o ot
& fAHTar sirafer & d@e 37 Tt S8C AT AR ATlecd 9¥ T JdraHl sitehd wr =6 " [{aa g g
T ITANT AT A & FHF 7 F JTART § Al HIT ST AT

2. IE ATEEAAT TSI § e THRTLT il T | T g

[®FT. . X.11035/1 32/2024-DR]

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 18th August, 2026

S.0. 4595(E).— Whereas, the Central Government has issued a notification vide S.O. No. 1717 (E), dated
the 15™ April, 2025, which was published in the Gazette of India, Extraordinary, Part 1I, Section 3, sub-section(ii),
restricting the manufacture, sale or distribution of all formulations of fixed dose combination of Chlorpheniramine
Maleate + Phenylephrine Hydrochloride, subject to the condition that the manufacturers shall mention the warning
“fixed dose combination shall not be used in children below four years of age” on the label and package insert or
promotional literature of the drug;

And whereas, the Central Government is satisfied that the use of other drug fixed dose combinations
containing Chlorpheniramine Maleate and Phenylephrine Hydrochloride is likely to involve risk to children below
four years of age and whereas safer alternatives to such drugs are available;

And whereas, the Expert Committee constituted by the Ministry of Health and Family Welfare, Government
of India examined the fixed dose combinations of other drugs containing Chlorpheniramine Maleate and
Phenylephrine Hydrochloride, and the said Expert Committee further recommended that the same warning should be
applicable on all formulations of fixed dose combinations containing Chlorpheniramine Maleate and Phenylephrine
Hydrochloride manufactured or imported and marketed in India;

And whereas, the Drugs Technical Advisory Board also examined the proposal in its meeting held on the 16™
February, 2026 to restrict the manufacture for sale or for distribution of all formulations of fixed dose combinations
containing Chlorpheniramine Maleate and Phenylephrine Hydrochloride, in addition to the said notification S.O. No.
1717 (E), dated the 15" April, 2025, and after detailed deliberation, the Drugs Technical Advisory Board agreed that
such formulations shall not be used in children below four years of age;

And whereas, on the basis of the said recommendations of the Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to regulate by way of restriction, the
manufacture for sale or for distribution for human use of such drug in the country.
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Now, therefore, in exercise of the powers conferred by section 26A of the Drugs and Cosmetics Act, 1940
(23 of 1940), the Central Government hereby restricts the manufacture, sale or distribution of all formulations of fixed
dose combinations containing Chlorpheniramine Maleate and Phenylephrine Hydrochloride, subject to the condition
that the manufacturers of such drugs shall mention the warning “fixed dose combination shall not be used in children
below four years of age” on the label and package insert or the promotional literature of the drug.

2. This notification shall come into force on the date of its publication in the Official Gazette.

[F. No. X.11035/132/2024-DR]
HARSH MANGLA, Jt. Secy.
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