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ey 3 TRET Fedmor HETeE
(FaTeer 3 afEme wear fawm)

1L

T2 faeett, 21 AT, 2026

ar.#1.5. 50(31).—T sfrufer siw AT Tieqor 2w, 2019 FT 3T qeva™ F3 & o FwiaaT
ot =7 yTET, rater siY wETee avedt srfarfRem, 1940 (1940 w1 23) #it &RT 12 Ft IT-4TT (1) T
gTRT 33 F IT-GTT (1) ,FT ATATTHE AT THIT F FqET AT TRATT FIT00 GATAT (FATEST 3T
AT FHedT e it STfeg=eT "@edr ar.Fr.. 587 (31), A 27 Wed, 2025 FIRT AT & s,
FETYTIOT, 907 11, @ve 3, IT-gve (i) § Thrira fohu 70 o, foew 39 a4t safeat &, e 399 gqrted
g r FATaET off, 39 A |, SaEr 3 ATSEEAT SAqfag Fd arel A9l TaA1 SdT &l ST
T AT TS of, 1 AT i srafer ff qurta F 9F e oY g2 Ay e o T,

T I TSI T TIAAT ST 7 28 3RTEq, 2025 F7 Iqereey F47 &7 T2 o

T Afafh, srfergeeT " aranf. 587(3), A 27 snred, 2025 FT UF IfEad, wd
HTHTT o FATEL ST RATT Fod 0 HATAT (ST ST TATE FAT0 Fadqm) 1 sfarg=ar dean

488 GI/2026 (1)
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AT &;

A IR T it T STAT T 3 q9aw, 2025 FT ST FAT A7 TE off;
AT I UTET HIET O S9aT ¥ W el S AT U Ae i gea g feEw & o

Aqq:, A, I ATAIA AT g7 12 ¥ g7 33 FRT T&T ATRAT FT TIN FId g0, Faid TLHT,
Srafer Tl AATEHTE ATE § T FIA & AT, 70 uer i qaqraas qireor Fgw, 2019 F7 3w
Terrer e o forw Aeferfaa Fae a9 8, stiq—

1.

(i) =7 =T a7 wfer ar 9u sty siw qarias adeor (gEer saaree) 7, 2026 2
(if) T TSI § I WHTI T ARG & Toof fGHAT F TATG TG g0

U ST 3T FaTs T 4w, 2019 (59 389¢ 28 a7 "S<h =aw" &g 14 ©) &,
31 %, 39-FA9 (2) F T, Fefrted wqe siq:eaaa T ST, st —

"ig ag T AT e aueh AWd E@Adasl ¥ (Fad =Ed Saee & forw) T st
(ATEeterea®, g, TS 3T AA.TTEl 9ard Yani A sutedt § 9 T v "@ehior
et gt arelt siafer A8l 8 a7 srcatas aRadaefie wreTaRE e Tt sirafd 981 8)
* HIg® GOFh T & THA-GH, al-AA(e, IA-AHA, I-3TA, AI-3qqeedT AT Sa-qedar
A, STT ATLT § AT 3 <90, AT HIh ToF AHTLHT, TIGT FH, STAT, e, FATST 3T

TATzeT fovred # | ol UF 397 § U8 | gf TqIad &, & AT §, Seqqq I=7 |1e1-05 § 3
AT 6 €T H TH AAATSA AT Teqd FA AL Had ATATTA TEHET GRT IThr It
T, Refered odt & e Tgd gu, F=Arrerd oy ST Feml, Taiq—

(F) T& AT % SATAEA & A7 [FFH 8 F SrelI Higki T AqATIA TTIEHTLT & T Gsfighd AT
R afEfT #7 SEeT o7 g,

(@) = g qEfT @ g=Er i 9mEdt g 97 g9 iierd e S % 0" S4-
STASHAT AT TA-qAAT ALTAAT T THIEAT 3T ATHIGT FT Tk ST ATHAT AT, Foreehr
THTEAT FRT ATATIT TITAFET T A A7 TATT 6 GSNHT0T F TATAH0 6 THT T
SILETHE £

(3T) THAT AR ST | ATAF AT ITHF I gHITI"|

3. s fAaw ¥, faw 33#,—

4. qre oS H, "SqAT" 057 F T UL, AT AT GF AT 953 TG S0,

@) 3U-FEE (1) ®, Feferied s s BT S, qEaid—

"iq 78 T I 31 % S9-AEw (2) F Tas | Tur ey SeE-suesgar a1 59 o7eqa_T &
AT ¥, UF sregae e 31 % 3u-faw (2) F ww § T7 ARy yww #17E-05 #
ATATST ATAET TEIT Fileh AATIOI [T ST qRT|"|

@@ S9-fFEw (2) F T av, Referia @ s, aia—
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"(2) FaTRRata FREft A2 sfrufer a7 SvauuTed 92 SO F SAF-SureHdr AT Sa-qeddr
HEAT & HATAT hl AIAT T&F HA & forw, a1 [F7w7 31 F I0-[{9w (2) F w"as #
ey SE-Suesgar AT Ja-qeadT TeaT AEFT FIA & (o0 TF GAAT 6 &9 |, & %
AT 2 AT | 77 ARy Fi9 o UHT o= SHErT ST aEarEs /9y g S 3t
=T & |t 2 # fAfAfae
g T8 T T ST T TT G & qUia: ST ARTG: ST a1 A arfua G
HEAT AT TS FIT AT-STASHAT T AF-TodAT TLTAT HATITd FA o [oIT s HE HaT
Tl g

4, I fH=wT F, FEw 35 §,—
(F) O ST H, AT 757 F T A, AT AT IF GAAT" 951 @ SO,
(@) I 9T %, "REH 34 % e sedua” oreal ¥ S & wAnq, AT " 31 %
SY-F9H (2) F TqHE F AT 7 TAAT AT 9T, " 905, FEF AT dF e e
ST,
@M == (xii) H, "STIAT TEE" AT & T, AT FEH 31 % I9-[AH (2) F WqF F
T T I AT T qTAct, STAT AT ATHAT B1," 957, FIE AT 3 A FATIq FohT Sruan|

5. I =i ¥, = 36 §,—
(F) O ST H, AT 57 F T I, AT AT TA GAAT Al ATAAT 951 T ST,
(@) SY-FEE (1) 7, "T=T {1E1-07 § F77 34 F 97 wa U Tu steqme” oreat, st
ST At F T, A7 e 31 % 3u-faw (2) F waE F Fd @ gEar S aradt, S| v
ot WTHET BT," oTex, Y T 3 siaq-rioa o ST,
@@ ST (2) F v 9T, Refeed s9-F=e @ ST, seiq—
"(2) sTaaTiae affRataal |, STl Haid ATATIT STl T U a9 o AF & [[aedre
SALTHAT o AT H TATHTT BT ATAT &, dgf Ih AT, ATAEH 6 forfad STrer 9%, Ta
#T T srgar v A 31 % 3u-fEw (2) F wiaE F AT 9F gEar £ aradt i st wi
U q T ST TAter F forw agr T 21"

6. I Al & w37 #, "w=q #E-07 # 7 34 F AT AemT"" oreal, sl T A &

TET, AT A\ 31 % IT-F43H (2) F TqF & AT TF AT il qradl 6 erefid, Sar St qreen
gl," 9158, FIPH 3T 3 siq:edTraq oy ST

7. 3% =9 %, M 38 H,—
(F) O ST H, AT ST F T I, AT AT TF GAAT Al ATAA 57 T ST,
(@) 3u-FEm (1) §,—

(i) "= #ET-07 | =T 34 F AT AT TS AT TS 2" 9MRT, AT ST AL F TAT,
"7 e 31 % U (2) F T & A @ GAAT T AT AT T, AT S AT
g1," 915, TS 3fIT oIk ST eATAq T STUAT;
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(ii) @ (jii) &, "w=T #E-07 H Fow 34 F el Ta1 ¥ TE AT TSR, AR AT AL F
TET, "7 FTw 31 % IT-F3H (2) F T & AelH T@ GAAT il qrad’, a1 @ 7 gf,"
9Teq, FTEF AT i - eqriua fru ST,
@M 3-fEw (2) §, "= ®{E-07 § Fow 34 F stefier e qw v S 8 oreat, siht
ST STe? & weATq, AT w31 F - (2) F W & qefi 9@ =T f aradt w+
TEH" 9Teg, FITF AT 3 q:eqriua o srom)

8. I faw &, sredl aqaHT §,—
(@) 9=THE-05 H—
(F) oo H, "SAT TG FIA o (T 9ERT  TE, AT A AT Al 9eR S eATii
o ST,
(@) ST O H, ST Y& #A 6 (U saed” el & TETd, AT 9@ AT & &9
H" oTex AT f3hT STUAT|

[T. &. X.11014/06/2025-513117]
faoqor ; qU sirater s AariaeE wdrerer A, 2019 9T % TSI, AT, ANl-11, §F 3, 3U-8¢ (i) ¥
ATER=AT AT 91.H. |, 227(3T), A" 19 719 2019 FRT THI9G 37 T o 3w s aw

STEG=AT ST AHLA. 46(3), AT 20 Sa, 2026 FRT qeriaa R |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 21st January, 2026.

G.S.R. 50(E).—Whereas a draft of certain rules further to amend the New Drugs and Clinical Trials
Rules, 2019 was published, as required under sub-section (1) of section 12 and sub-section (1) of section 33 of the
Drugs and Cosmetics Act, 1940 (23 of 1940) vide notification of the Government of India in the Ministry of Health
and Family Welfare (Department of Health and Family Welfare) number G.S.R. 587 (E), dated the 27" August, 2025,
in the Gazette of India, Extraordinary, Part II, section 3, sub-section (i), inviting objections and suggestions from
persons likely to be affected thereby, before the expiry of a period of thirty days from the date on which the copies of
the Gazette containing the said notification were made available to the public;

And whereas, copies of the said Gazette were made available to the public on the 28™ August, 2025;

Further, a corrigendum to the notification number G.S.R. 587(E), dated the 27th August, 2025, was published vide
notification of the Government of India in the Ministry of Health and Family Welfare (Department of Health
and Family Welfare) number G.S.R. 810 (E), dated the 31th October, 2025 in the Gazette of India, Extraordinary, Part
11, section 3, sub-section (i), inviting objections and suggestions from persons likely to be affected thereby, before the
expiry of a period of fifteen days from the date on which the copies of the Gazette containing the said notification
were made available to the public;

And whereas, copies of the said Gazette were made available to the public on the 37 November, 2025;

And whereas, objections and suggestions received from the public on the said draft rules have been considered
by the Central Government;

Now, therefore, in exercise of the powers conferred by section 12 and section 33 of the said Act, the Central
Government, after consultation with the Drugs Technical Advisory Board, hereby makes the following rules further to
amend the New Drugs and Clinical Trials Rules, 2019, namely: —
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1.

(1) These rules may be called the New Drugs and Clinical Trials (Second Amendment) Rules, 2026.

(i1) They shall come into force after ninety days from the date of their publication in the Official Gazette.

2.

In the New Drugs and Clinical Trials Rules, 2019 (hereinafter referred to as “the said rules”), in rule 31, after
sub-rule (2), the following proviso shall be inserted, namely: —

““Provided that in case of single-dose, two-period, two-sequence, two-treatment, bioavailability or bioequivalence
studies in normal healthy adult human volunteers (for export purpose only), of oral dosage form of a drug (other
than drugs of Cytotoxic, Hormone, Narcotic and Psychotropic substances categories and not a drug of Narrow
Therapeutic Index or a drug having highly variable pharmacokinetics) already approved in India or any one of the
countries, namely, United States of America, European Union, Japan, Australia, Canada and United Kingdom, the
studies may be conducted after submission of an online application as prior intimation in Form CT-05 and its
acknowledgement by the Central Licensing Authority, subject to the following conditions, namely: —

a.

the application of the prior intimation shall be accompanied with approval of the Ethics Committee registered
with the Central Licensing Authority under rule §;

the Ethics Committee shall maintain a separate record of review and approval of such bioavailability or
bioequivalence studies being conducted on the basis of the acknowledgement of prior intimation, which shall
be reviewed by the Central Licensing Authority at the time of renewal of the Registration of the Ethics
Committee; and

the samples size shall be more than or equal to eighteen.".
In the said rules, in rule 33, —

in the marginal heading, for the word “permission”, the words “permission or prior intimation” shall be
substituted;

in sub-rule (1), the following proviso shall be inserted, namely: —

"Provided that in case of bioavailability or bioequivalence studies as referred to in the proviso of
sub-rule (2) of rule 31, such studies may be conducted by submitting an online application in Form CT-
05 as specified in the proviso of sub-rule (2) of rule 31.".

for sub-rule (2), the following shall be substituted, namely: —

"(2) An application for grant of permission to conduct bioavailability or bioequivalence study of
any new drug or investigational new drug, or as prior intimation for initiation of bioavailability or
bioequivalence studies specified in the proviso to sub-rule (2) of rule 31, as the case may be, shall be
accompanied by a fee as specified in the Sixth Schedule and such other information and documents as
specified in the Table 2 of the Fourth Schedule:

Provided that no fee shall be payable for conducting a bioavailability or bioequivalence study
by an institution or organisation owned or funded wholly and partially by the Central Government or a
State Government.".

In the said rules, in rule 35, —

in the marginal heading, for the word “permission”, the words “permission or prior intimation” shall be
substituted;

in the opening paragraph, after the words and figures “study under rule 34”, the words, brackets and figures
“or the acknowledgment of prior intimation under the proviso of sub-rule (2) of rule 31, as the case may be,”
shall be inserted;

in clause (xiii), after the words “grant of permission”, the words, brackets and figures ‘“or the
acknowledgment of prior intimation under the proviso of sub-rule (2) of rule 31, as the case may be,” shall be
inserted.

In the said rules, in rule 36, —

in the marginal heading, for the word “permission”, the words “permission or acknowledgement of prior
intimation” shall be substituted;

in sub-rule (1), after the words, figures and letters “study granted under rule 34 in Form CT-07”, the words,
brackets and figures “or the acknowledgment of prior intimation under the proviso of sub-rule (2) of rule 31,
as the case may be,” shall be inserted;
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c. for the sub-rule (2), the following sub-rule shall be substituted, namely: —

“(2) In exceptional circumstances, where the Central Licencing Authority is satisfied about the necessity for an
extension beyond one year, the said authority may, on the request of the applicant made in writing, extend the
period of permission granted or the acknowledgment of prior intimation under the proviso to sub-rule (2) of rule
31 for a further period of one year.”.

6. In the said rules, in rule 37, after the words, figures and letters “study under rule 34 in Form CT-07”, the
words, brackets and figures “or under the acknowledgement of prior intimation under the proviso of sub-rule
(2) of rule 31, as the case may be,” shall be inserted.

7. In the said rules, in rule 38, —

a. in the marginal heading, for the word “permission”, the words “permission or acknowledgement of prior
intimation” shall be substituted;

b. in sub-rule (1),—

i. after the words, figures and letters “permission has been granted under rule 34 in Form CT-07”, the words,
brackets and figures “or holder of acknowledgment of prior intimation under the proviso of sub-rule (2) of
rule 31, as the case may be,” shall be inserted;

il. in clause (iii), after the words, figures and letters “permission granted under rule 34 in Form CT-07”, the
words, brackets and figures “or the acknowledgment of prior intimation under the proviso of sub-rule (2) of
rule 31, as the case may be,” shall be inserted;

c. in sub-rule (2), after the words, figures and letters “permission has been granted under rule 34 in Form CT-
077, the words, brackets and figures “or holder of acknowledgment of prior intimation under the proviso of
sub-rule (2) of rule 31” shall be inserted;

8. In the said rules, in the Eighth Schedule, —
a. 1n Form CT-05, —

A. in the heading, after the words “FOR GRANT OF PERMISSION”, the words “OR OF PRIOR
INTIMATION?” shall be inserted;

B. in the opening paragraph, after the words “apply for grant of permission”, the words “or as prior intimation”
shall be inserted.

[F. No. X.11014/06/2025-DR]
HARSH MANGLA, Jt. Secy.

Note : The New Drugs and Clinical Trials Rules, 2019 were published in the Gazette of India, Extraordinary, Part-II,
section 3, sub-section (1) vide notification number G.S.R.227(E), dated the 19" March 2019 and last amended
vide notification number G.S.R. 46(E), dated 20th January, 2026.
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