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g, 722] TE Reett, quaR, RawT 9,2026/9T5 18, 1948

No. 722] NEW DELHI, WEDNESDAY, SEPTEMBER 9, 2026/BHADRA 18, 1948
ey 3T IRAT FATT HATAT
(FaTeey iR g weamr fam)

T2 faeett, 3 fawav, 2026

L., 790(31).— 7= 3fwer i Aarive qLreror f=rTaet, 2019 ¥ {7 Felrerd F:v & forw swiaas
et =1 Mot s, S5 Fx 99, e ofiT To e 9t sfta=a, 1940 (1940 %1 23) Fit &M
12 ¥ IT-GTT (1) 3T 91T 33 T IT-GTT (1) FTT T&T ARRAT T TN Fd g0, 39 A= & a1 o efoe
Tehet 10! TATGHTL ATE o T TLH TTALTAT 6 SATHTL AT STTUIAT, FATT T TEATH HLAT &, TAZT 3T T
STRAT T ST o forT seRTforg o siraT 8 s 3o woariaa g i §97aT 8, 3T UagnT Jrfed
T StTar 2 T 3<%y Rt w39 arie F, et 29 T [t arer 9 o e i Jiaat Sedar
FT IUASH FITS ATAT 8, a1 foe ¥ srafer v guTty 9= =7 396 Teara fa=me B srowm

S Afae safer & iaw fet ot =ai=e & ama g arett sraft ST gaAmat 97 &% 99 aneT
[EEIESERIEEILL
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AT T qATE, TR AT B, AT Ivg AAL T (3HWe), TATEST ST TRATT Fo AT HATAT, AT
AL, T-6, T gioA- &1 6T, I/ q, FeoF qad-1, 7% faeatl, 110001 T Hartaa war 7 aaar g a1
drugsdiv-mohfw@gov.in T THe AT ST F9dT 2

yTeq fAaw
1. (i) = FR=eT &7 72 3o 3 AariasE gev (... qara) Aaarast, 2026 FET ST T 2
(ii) T e Fvawrt T | At F Sfaw Tered F 99y 9 g AR i 7 999 gl
2. T AT 3T A=TIAE At [HeEmTastt, 2019 (™ T8 onr 36 Mo #gr mar 8) #, Faw 31+, -
i, SY-FEH (2) #, IO & Saiid, 9158 Y HI9H “(Fad AT 3297 % fo0)” &y a &< oz Srowm)

3. 3 At ¥, R 34 F su-Faw (1) 8, “yreT Hidr-05” 9ts5 F 7514, 9Teg, 3 i Frgd “Faw 31 %
39-FAow (2) & TigE # e 0@ g=T & ame # grese dq g o S

4. 3<% At ¥, fAew 35

i. “FH 347 9re 3 T, Aeg, 3 AT HgF AT AW 31 F IT-[AAH (2) F TF F FANT [@ AT Al
qract 7 Faw 34 F I9-FTW (2F) F FATq T ATHIEHA, STET | ATHAT g1 AT:FAT0q T ST

ii. 36 7=t H, = 35 ®, @ (xiii) T ger oA Srom

5. 3<% ot ¥, R 36 & su-fAam (1) 8, “ared HEr-077 9Tes F T4, 9Teg, 3 AT wgE ‘A7 Hay
31 % 3U-F4H (2) % TqF F FAT TF GAAT Al qradt AT a7 34 F I9-[9799 (2F) & siqviq aeaF
FTHIET” ST 6T ST

[®T. . X.11014/09/2026-T31¥]

M T2 vy T derE e [AEAmEet, 2019 #7 AR 99T H ATIEEET qer wE,
X.11014/10/2017- =0 -7 (1), TaATF 19 AT, 2019 F WTLAH & TRTTAT AT 9T o7 ST sifaw a
srferg=T e anaL .. (o), T = qTeAH | Ferterd AT wam om

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 3rd September, 2026

G.S.R. 790(E).— The following draft of certain rules further to amend 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), with consideration
that consultation with Drugs Technical Advisory Board, shall be held as per the provisions, 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.
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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, 2026.

(ii) 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 New Drugs and Clinical Trials Rules, 2019 (hereinafter referred to as the said rules), in rule 31, —
1. in sub-rule (2), under the proviso, the words and brackets “(for export purpose only)” shall be omitted.

3. In the said rules, in sub-rule (1) of rule 34, after the word “Form CT-05”, the words, figures and brackets
“excluding the cases of prior intimation referred to in the proviso of sub-rule (2) of Rule 31” shall be
inserted.

4. In the said rules, in rule 35,

i after the word “rule 34”, the words, figures and brackets “or the acknowledgement of prior intimation under
the proviso of sub-rule (2) of rule 31 or deemed approval, under the sub-rule (2A) of Rule 34, as the case
may be” shall be inserted.

ii. In the said rules, in rule 35, clause (xiii) shall be deleted.

5. In the said rules, in sub-rule (1) of rule 36, after the word “Form CT-07”, the words, figures and brackets “or
the acknowledgement of prior intimation under the proviso of sub-rule (2) of rule 31 or deemed
approval, under the sub-rule (2A) of Rule 34” shall be inserted.

[F. No. X.11014/09/2026-DR]
PUSHPENDRA RAJPUT, Jt. Secy.

Note: The New Drugs and Clinical Trials Rules, 2019 were published in the Official Gazette vide notification No.
F.No0.X.11014/10/2017- DRS -Part (1), dated 19th March, 2019 and last amended vide notification number G.S.R....(E),
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