TR o, 9 .u.- 33004/99 REGD. No. D. L.-33004/99

Che Gazette of India

1.5 -31.Te.-31.-15042025-262456
CG-DL -E-15042025-262456

TTETIOT
EXTRAORDINARY
AT | —ave 3—39-T@vE (i)
PART I1—Section 3—Sub-section (ii)

grfee T THfAT
PUBLISHED BY AUTHORITY

q. 1686] TS Rreelt, IR, it 15, 20254 25, 1947
No. 1686] NEW DELHI, TUESDAY, APRIL 15, 2025/CHAITRA 25, 1947

ey ST qRAT Fe T HATEH
(FaTe=g S fRETe wedror fasm)
SIEECEl
< faeefl, 15 adr, 2025
FLAT. 1717(H).—F=T THRE TH 910 F §q¢ ¢ [ FAChAEET dde + fAreeshia
TTES FAIISE ol (AT2Id GRTE SIS ST % AN & AL AT & FHF A1 & T=al il Gl g Sl FHrEr
g Sl 3 ATOTer F qRierd fAadeT Iursd gl
AT, TH ATA AT T hal T Tt g7 Hgh Ao fEreras afafa gy it € off o s affa
TrwTier #7 off o FARATETET #oe AEdt + SAhA grEsEFaRTEe & M gas 99 & asft
AT FT ITANT AL a9 F FF IY o T=41 | Al (AT ST AU AT I FHTaret Fr Arafedr
AT ST Tohel S AT YA ATTgcd T TH FATAAT i Sooi@ HIAT AT T [ "HT8Ed g 93 F7 STIRT
TR AT | FF 3H & T=d1 § Agl (HIT S0
T, ST THATRT TATGHI FTS F AT I 2T Gk FATSI AT S+ it 37 7g Rrewrfver #7 &
FAICHATATST A< + fATEenfiv gregiaaise % FRiaa g g & aft wigeree #1 arfer siv
TETE ATHIAT AT, 1940 (1940 T 23) #F¥ 9T 26F F A&l A q9 T 7 IY F I=491 § ITINT F
forw sie 36 e g w9 & fafamton, faeft s fawor % o =0 o & srefie siaefaa e st

2522 G1/2025 @)




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

TR o FAATaT Ta7 & oae i ToheT 26¢ T YA ATgcd U2 U Jqrael F1 Jeod w1 "Aisrd g
TATSTH T ITTRT AT A F FH I 6 aF1 | Aol (AT SATTIAT"|

3T, IR SIS Tehei el FATERTE aTS T TRRTIRSTT 3 ST T, Fwsk 1 FLHTL T T THTLTT gf 3T
g T 391 ® 3% srwter 3 " I9AnT & forw fafRwtor, fesht s feawor &6y wfdarer & #reaw & Afqataa
FLAT AR § SMTLTF 3T THH &,

_q:, N, ha T TLRTE AT 3T Tare araft srferf==w, 1940 (1940 =7 23) FiY =T 26%F FTT
Y& IR T TART Fd g0, FACRAIATEA Hoie + ThaTsanhia gregeanTee & M gus g9+ &
Tt geaert  fafamtor, o =t e i Feferfera o % sefie vaagmr yiaetea s &, B fatar =
& A AT TohoT HE AT TATT AT gcd T Fara«T "HIEd g Sa1e T STTRT AL a9 F FH 39 & ag1
H TRl AT ST 7 e

2. T ATATAAT TSI H T THRT T AT Tl T g

[T, &. 7. 11035/132/2024-F=17]

TS T, AATEHRIL (ATTA)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 15th April, 2025

S.0. 1717(E).— Whereas, the Central Government is satisfied that the use of the drug fixed dose combination
of Chlorpheniramine Maleate + Phenylephrine Hydrochloride is likely to involve risk to children below four years
of age and whereas safer alternatives to the said drug are available.

And whereas, the matter was examined by Subject Expert Committee appointed by the Central Government
and the said Committee recommended that all formulations of fixed dose combination of Chlorpheniramine Maleate IP
+ Phenylephrine Hydrochloride should not be used in children below four years of age and accordingly manufacturers
should mention 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 Drugs Technical Advisory Board also examined the said fixed dose combination and
recommended that all formulations of the fixed dose combination of Chlorpheniramine Maleate + Phenylephrine
Hydrochloride should be prohibited for use in children below four years of age under section 26A of the Drugs and
Cosmetics Act, 1940 (23 of 1940) and for manufacture, sale and distribution of the said fixed dose combination subject
to the condition, that manufacturers shall mention a warning that “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.

And whereas, on the basis of the recommendations of the said 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, sale and distribution for human use of the said drug in the country;

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 combination of Chlorpheniramine Maleate + Phenylephrine Hydrochloride subject to the following 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 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]
RAJIV WADHAWAN, Adviser (Cost)
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