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

The Gazette of India

T3, -31.Te.-31.-18102025-267029
CG-DL-E-18102025-267029

ETETIOT
EXTRAORDINARY
AT | —Eve 3—9-Tve (i)
PART I1—Section 3—Sub-section (i)

grfee ¥ THfAT
PUBLISHED BY AUTHORITY

. 674] < faeeft, geeafiaTe, SRGET 16, 2025/ 24, 1947

No. 674] NEW DELHI, THURSDAY, OCTOBER 16, 2025/ASVINA 24, 1947
T A TRAT FTO HATAT
(FaTe=g 3% TRRET Fedror fasim)

< faeett, 16 TFqas, 2025

1.1 758(37).— g T, ofdr vd yomes arasft srfarfaer, 1940 (1940 7 23) #it &mer 33
T ITLUTT (1) FTRT T& RAT T TN Fd g, AT Tehet o] TATGHIT ATS o TXHI 6 T, SArofer
19,1945 ¥ 37 o "errg % o wfaaa FaEt % Referied STeqr &7 S5qra fdl § e TageT 39
Tt SAREAT T TR 6 TolT TRTird AT STTaT g S S8 TH1ead gia il STaHT g 3 Tagl gr=d
T STaT 8 FoF 3<% yrew Rt o, 39 Aty &, S [t s e % ooras i 2w ey R areft it
AT T STASH FTS SATAT g, o fae it srafer i Furia 9% 37 39k o7 o= o Srom)

S fAfae srafer & fiaw et ot =16 & ST s sie gaAma 9% g 99 g o=
ST

6928 Gl1/2025 Q)
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T TS ATt oY GAT B, a7 Ieg (Haerd (Suter AfR=a), Taress i 9REr Feamr 5979,
AT |1, FHLT AT 407, T &R, [Awior wa=, 92 fawett - 110011 &7 97 ST 796’ g a7 drugsdiv-
mohfw@gov.in 9 TH AT ST FohaT 2

IEERT L)

1. (i) =7 et v sirafer (... "erree) Faw, 2025 Fg7 STl
(ii) T e vt T | et F sifaw wererd F 99T aeete g [Atee [t & v g

2. gty AW, 1945 ¥, M= 75 & 39-f39 (3) F v, "R-Fiftade AU (A-S1A0) ¥ eI
Srofeat” ereal & TAT " HA AT WH A FcTH IcAE, ST (A hed (F TG IT AARITHE, A" o1
sta-eTioa o ST

3. sfiwfer ==rH, 1945 , {=w 757 & 39-fF9+ (17) % siavia, "R-Fiftade SUAT (-210A0) § 2T+
SArafeat" oral & T U "R-FiRadesuau (-310A0) | Z[eae Sufa=i", " 8 7 ¥/ Jd T
IeqTe”, "She el Soare a7 seTTe, st o yiawefua o sron

4. 9ty F=m, 1945 ®, 99 76 ¥ 76T & Siavid, gl el Wi "N-Fiftade SUAT (A-IT0AT) ¥ Fea
ATfert" oreg AU &, Ivg "R-Firare SIUAT (A-S0AT) | F[cqo AT, H AT TH H T ITT,
ST Frferee T 3euTe a7 S RTwe, STt ereat | wiaedTiua R srowm)

5. sirofer A, 1945 H, o= 2731, IO 27310, W= 2837 3% U= 2830 ofida F fqerq, "R-Fiftasz
AT (AT-STTAT) F ST FTEAT" 9real il "N-Fiade STUAT (A-ITTAT) & F[caa SaieTt/ T a7
TEH H Fcae Icara/Si et Iore A1 ST, afe” ereat | giaeraa T sowm

6. Siroter R, 1945 |, TU= 27, TUF 27310, TUF 287 3f¥ T 2857 o 927 1 & siaviq, "R-Fiftasie
IUAT (A-STTAT) | T ATETT" areai & w1 9 "R-Fiftade AU (A-STuau) ¥ 2oa+ sirafegi/
A AT TEH H F[eqo IcTa/SHe FRfhee 1 IeaTe AT SR, rfe” oreg Wiaeartaa oy s

[T, 7. TeT.11014/07/ 2025-2T31T]

e 5T, w3 at=a

Tie: g AT srfere=aT 9ear U, 28-10/45-1=(1) faaisw 21 fawaw, 1945 5T o= § Yo o a1
o T ST T ATALAAT F&AT S UHA....... (), ’AT...... g Henrfera foRw I o
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 16th October, 2025

G.S.R. 758(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 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.

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

Obijections 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.

(if) 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 the Drugs Rules, 1945, under the sub-rule (3) of rule 75, after the words “Recombinant DNA (r-DNA)
derived drugs,” the words “Cell or Stem Cell derived products, Gene therapeutic products or Xenografts,
etc.” shall be inserted.

3. In the Drugs Rules, 1945, under the sub-rule (1A) of rule 75A, the words “Recombinant DNA (r-DNA)
derived drugs” shall be substituted with the words “Recombinant DNA (r-DNA) derived drugs’, ‘Cell or
Stem Cell derived products’, ‘Gene therapeutic products or Xenografts’, etc.”.

4. In the Drugs Rules, 1945, under the rule 76 and 76A, wherever the words “Recombinant DNA (r-DNA)
derived drugs” occurred shall be substituted with the words “Recombinant DNA (r-DNA) derived drugs,
Cell or Stem Cell derived products, Gene therapeutic products or Xenografts, etc.”.

5. In the Drugs Rules, 1945, under the title of Form 27D, Form 27DA, Form 28D and Form 28DA, the words
“RECOMBINANT DNA (R-DNA) DERIVED DRUGS” shall be substituted with the words
“RECOMBINANT DNA (R-DNA) DERIVED DRUGS/ CELL OR STEM CELL DERIVED
PRODUCTS/ GENE THERAPEUTIC PRODUCTS OR XENOGRAFTS, ETC.”.

6. In the Drugs Rules, 1945, under the para 1 of Form 27D, Form 27DA, Form 28D and Form 28DA, the words
“Recombinant DNA (r-DNA) derived drugs” shall be substituted with the words “Recombinant DNA
(r-DNA) derived drugs/ Cell or Stem Cell derived products/ Gene therapeutic products or
Xenografts, etc.”.

[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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