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No. 45] NEW DELHI, TUESDAY, JANUARY 20, 2026/PAUSHA 30, 1947
ey AT IRER FedTor HATAE
(FaTe=g 3% TRRET Fedror fasim)

% feeett, 20 ST, 2026

qr.a1.A. 45(37).—AT Siufd sfiT darEe 9 [eEm, 2019 | o "@erg| w7 & O 7=
et &1 el s, S5 Fx aw, it T Jo g annit safef=am, 1940 (1940 F1 23) &t
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T SITaT 8 99 9% 9t w9Te 92 Y ST 8,

ST TAEIT AT &1 STt ¢ T 36 9o 93t o7 39 aie | di9 Gt it srafer 9897 g 9
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AT ST AT, T T2 g, a7 qraa (3uter), FreeT sfiv IRar Fie ol §37ed, AT 94T, J-6,
Foh gier |1 TR, T9I° 9o, Fdeq "wad-1, 7% f&oett, 110001 FT Haad FFaT ST dehdr § d9a1 5-H4 ®
AqTEAH & drugsdiv-mohfw@gov.in TT ST ST JhaT 2l
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1. (%) = A=t &1 70 sfafer siw Ariae adeor (... Ferree) e, 2025 FgT ST a9 2
(@) I T\ T GIT SATERTE T § T & $(a| Y19  a97 [iEe awg & a0 g
2. 9 afy i qarfaew 9ireor Faw, 2019 §, gL Sg=T i arfersdr 2 F 997 4.2 F 4 F g4,

" FORT A ST TS AT 9Teal 6 TR "FRET S A 31, I Tgrad Il ok 99 ¥,
Ta IATE F THT IOTTCHF 3T ATATHF T F g 9767 Fieaford hu o

[T, /. TFT.11014/15/2025-31317]
feoqoft: qor e snfais worasr § srfarg=mT "= wrE.ua.11014/10/2017-3 =m0 -9 (1),

faT 19 AT= 2019 & TEq THAG 60 T o 7 {fqH a1 Afe=aT Fear arFnMq...... (),
EGIE T & ded gentad R o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)

NOTIFICATION
New Delhi, the 20th January, 2026

G.S.R. 45(E).—The following draft of certain rules further to amend the New Drugs and Clinical Trials
Rules, 2019, which the Central Government proposes to make, in exercise of the powers conferred by sub-section (1)
of section 12 and sub-section (1) of section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), after consultation
with the Drugs Technical Advisory Board is hereby published for information of all persons likely to be affected
thereby, and notice is hereby given that the said draft rules shall be taken into consideration on or after the expiry of a
period of thirty days from the date on which the copies of the Gazette of India containing these draft rules are made
available to the public.

Objections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government.

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and
Family Welfare, Government of India, U-6, Work Hall- C Wing, first floor, Kartavya Bhawan-1, New Delhi, 110001
or emailed at drugsdiv-mohfw@gov.in.

DRAFT RULES

1. (i) These rules may be called the New Drugs and Clinical Trials (...... Amendment) Rules, 2025.

(i1) These rules shall come into force from the date as specified by the Government at the time of final publication of
the rules in the Official Gazette.

2. In New Drugs and Clinical Trials Rules, 2019, under the para 4.2 of 4 of Table 2 of Second Schedule, after the
words “intravenous infusion and injectables” the words “except when the test product, in respect of its
excipients, is qualitatively and quantitatively same as reference product” shall be inserted.

[F. No. X.11014/15/2025-DR]
HARSH MANGLA, Jt. Secy.

Note: The principal rules were published in the Official Gazette vide notification No. F.No.X.11014/10/2017- DRS -
Part (1), dated 19th March 2019 and last amended vide notification number G.S.R......(E), dated.......
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