TR &, §.ue.- 33004/99 REGD. No. D. L.-33004/99

Che Gazette of India

I1.51.-21.Tel.-31.-18102025-267026
CG-DL-E-18102025-267026

STTYTIT
EXTRAORDINARY
AT II—ETE 3—39-99% (i)
PART II—Section 3—Sub-section (i)

TR & THTIAT
PUBLISHED BY AUTHORITY

€. 673] TE foeeht, EEafaaTs, STaRER 16, 2025/ AT 24, 1947
No. 673] NEW DELHI, THURSDAY, OCTOBER 16, 2025/ ASVINA 24, 1947

ey 3 TRAT FedTor §ITEy
(Fameey ST TREm e fasm)

g

< faeett, 16 @, 2025

ar.#1.[. 757(31).— siofar Faw, 1945 #ir siw genfaa w3 & foro wfaug Femt #1 feferfea
aTEd, o FeT LRt Aty oY yeTee armdt srfarfaww, 1940 (1940 =1 23) FY & 12 &t ITUT
(1) 37T &meT 33 T ITLTT (1) FTET & ARIT T TART Fd g AT ThATHT TATGRIE dTe & THL 6
TETT T FT TEqTT FLAT &, FT THE GILT TATIAT ZI ol TATAAT ATl THT SATRAT T TAFET * o
TRTTOT o6t SITaT § 36 =0 srfergm=ear arer Trsrae it St Shiferd Suersy Fer 6 a7 7 A o
Y T 7 T 3<% wrey et a7 A= T S

ST ey srafer & Hiae Rt of =1i=F & ST =T o a2 g 93T g0 @41
ERuS sl

e S AIRET T ATET A1Q HIS g, B (Haerd (SHuter @HEa), Tamesy sfiv qaRar wearr
AT, AT TR, FAL HEAT 407, U &, Al qe+q, 92 fReef-110011 1 9T ST 9T 8 AT
drugsdiv-mohfw@gov.in T THe 3T ST FdT 2

6927 G1/2025 (1)



2 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(1)]

yTey fRaw
1. (i) == fRawt s afer ar siafer (... ") B, 2025
(i) T A, aeEry 9T |/ T AW T F "HT g gy 77 fAfAfEy arfe ' any
ELE

2. (i) sirofer e, 1945 ® STE=T ST2 & Sfavia ofTua & = [F=9 96 F I3+ (6) 3% (7) 4]
9Te “GTIOY 1”7 fq:Temfua foFu srum)

(ii) sfrorfer 91w, 1945 ¥ SIEET 2 o Siauiq aTerst 1 % THTG Uk qTielehl siq:eTad Sl ST,

ERICE
R UGEIW
HH &I il gz fafafita @ fefarcda 40
] ot e
2 et et
3 @F ANy HR F.FHE! gard sifutEm, 1985 % sdta gHles |@dt w@rad STy R
739741 garef
4 gt FT Vet Tare

[FT. . TF.11014/07/ 2025-S7117]
e 5, S 9=

qe: g [ e 21 fEaw, 1945 Hit stfe@=ar 9 a1 U 28-10/45-T=(1) FTT TSI § TR
R0 T 9 i Sifaw T srfergE=aT JeaT anan @ L (o), T g1 Fenrtera fro o o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 16th October, 2025

G.S.R. 757(E).— The following draft of certain rules further to amend the Drugs Rules, 1945, 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 Director (Drugs regulation), Ministry of Health
and Family Welfare, Government of India, Room No. 407, A Wing, Nirman Bhavan, New Delhi - 110011 or emailed
at drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (i) These rules may be called the Drugs (...... 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.
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2. (i) In the Drugs Rules, 1945, under Schedule H2, below the title [see sub-rules (6) and (7) of rule 96] the
words “Table 1” shall be inserted.

(1) In Drugs Rules, 1945, under Schedule H2, after the Table 1, a Table shall be inserted namely: -

Table 2
Serial Number Therapeutic Category of drug formulations
1 All Vaccines
2 All Antimicrobials
3 All Narcotic and Psychotropic drugs listed under the Narcotic and Psychotropic drugs Act,
1985
4 All Anticancer drugs

[F. No X.11014/07/2025-DR]
NIKHIL GAJRAJ, Jt. Secy.

Note: The principal rules were published in the Official Gazette vide notification No. F. 28-10/45-H(1) dated 21st the
December, 1945 and last amended vide notification number G.S.R......(E), dated.......
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