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No. 544] NEW DELHI, THURSDAY, AUGUST 28, 2025/BHADRA 6, 1947
e 3T TRET FedTor G
(FaTeey ST R Femor W)

T2 feeett, 27 3 Ted, 2025

q1.%1.7. 588(31).— 7 FwfAAT i< Aari=e wdieror Ay, 2019 § 3fi¥ Hemre F:4 % forw
wiaua =T #1 Fefertaa aorar, ™Y Fe< geaaTe, uter i yo e aradT sfaf=aaw, 1940
(1940 =T 23) T &1 12 T ITLATT (1) 37T &1 33 T ITLTIT (1) T T&T AATRAT T TN HFLd

T, T Ll T TEqTT HLAT &, il THH TATET 21 ATl AT GATIAT SARAT 0l AT % 0,

TAETT TR AT STTAT 8 3 UagT gi=ra nar Simar g 1o =7 SAfeg=ar arer Trsra=t &t Jfaai
THRTIAT BIT AT IH AT Al ITee HIT ahl qIG F AT o o it srater i FHIe & 7997q
IFq wETeT FEmt 97 A= e srom

IUEg fafafese safer & siavta S@a aTey el & gag # et oft =2fxe & area g

ATAT SAAIAT AT GATAT T ohg T FIT A= 36T ST

5742 GI/2025 1)
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T AT (A9l & "eel | Arq Al U GATEN, AT Hle gi, Al A< G (Awfe), @
T TRETT FATT HATAT, AT AR, FAL a1 545, w &, fAator wa=, 72 feweht - 110011
7 THA drugsdiv-mohfw@gov.in 3 ATETH & FST AT FhaT 2|

wEtar A
1. (i) = ==t &1 wfered 98 T2 futer ofiT qarfes aLreAw (... geree) =, 2025 2
(i) T = T T ® R o Sow TRt & 6T gt g1 97 Mt aie
o AN g
2. 7= sfiuter o Aaraes g Faw, 2019 # [aw 52 &1 3ufq=w (1) viaenfa G
STTUATT, AT —

"(1) FrE AT ==TH, FFH 52 % ITEAT (2) F Tieqs § AMEE e Arga e Frieamr

T, St off Rufa 21, st srEr sfermer am o foer o=y /2 sfwfer steram
ATHITATHS < sruter & fAf=wior & forw Farfaes aieqor a7 Sasadsadr a1 Saaagedd
AEAT FIA AT ST, T 3T FFgwor % forw 92 sirofer 77 sreem=Tes a3 siufer

fafaior 7t Fam”

3. < sfufer i Aarfee wdreror e, 2019 # Fgw 52 & Iufaaw (2) & Tarq Fefeted was
ST o SO, o7 —

"iq T2 T REueeas $i 9@ Aeree g & o 92 sfuter A1 SEyEs a5
Sirofer o AT 3 AT § (HoF g1, QTseieiiod, diel JFed, Siad geasitar &
T FTATANTHE ST ATLRITCHT T ATSHISIOE AT 7 oft 7 72 {wfdr =i
ATHLTATCHS A5 OIS F BIEFT) TH AT e ATITAAT & T | T&qa T
STTURTT 3fIT STaE ST & LT 9 UE ey &1 ™A £ aar 1"

4. T2 Aafd T qari=eF adrero e, 2019 % Ao\ 53 #: -

(F) IT-F=\ (1) F A, "Fod FTT Gaq" oTeai & T UL, TGl Fgl onar g, "qaret=
1 feae” ereg wiaeaTioq g SToan

(@) 39-F77w (3) o G (i) F orefi, "Fodl T faaq" arsai o €A1 9%, "G w74 (aaw
9reg gfaeeiug fFFo STam)

5. < SUTer Sii¥ ATt a<reror ==w, 2019 #, H=w 59 & 39-fF=+ (1) & T=rq Faforfeaa was
ST T ST, i —




[¢TRT [I—=vE 3(i)] T T TSI © T 3

"iq ag T Ao & 0@ AETee aie & w9 il A1 e a5
siruter = fafamTor & wraer 9 (S g1, QTselet =g, diel «FeH, St gewsiai
AT FTAATTFT Y ATCRITEFT ¥ qreahieias ot £ oofy ff 92 siufer i
ATHETATCHS % U FT BIEHT) TF SANAATSH SAGT ATALAAT o ®F § T&qa (6T
STTUATT Si¥ STaaeh STTEg=dT & e 9% UHT Sirafa=i &1 F=ior & gaar g1"

6. T2 irafer sfiw serfas Theror fAaw, 2019 * =9 60 #: -

(F) ST (1) F G2 (i) F A, "oy F1F RAw =i F v a7 e e e
9reg gtaeeiug fFFo Sram

(@) IT-F=H (1) F G (ii) F T, "o FTT faaq" ereal o €79 9 "FqTehie F feaw
oTeg TiaeTiue form ST

(M) I9-Fre (2) ¥ @< (i) ¥ wefie, e wr R erdt ¥ v uw ety wrt R
9Teg gtaeaiuda o Srom)

[T, /. TFT.11014/05/2025-1317]
Afee e, w9ea atea

e gor e fa=eT dedr U H.0a.11014/10/201 7-3=:mue-anr (1), fadi® 19 71+ 2019 T
TSI § YT R0 0 o sfiw sifaw e stfergm=ar sear anan ... (3), B . FIRT Fertera
e a2

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 27th August, 2025

G.S.R. 588(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, Room No. 545, A Wing, Nirman Bhavan, New Delhi - 110011 or emailed at
drugsdiv-mohfw@gov.in.
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DRAFT RULES
1. (i) These rules may be called the New Drugs and Clinical Trials (...... Amendment) Rules, 2025.

(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, the sub-rule (1) of rule 52 shall be substituted, namely:—

"(1) No person shall manufacture a new drug or an investigational new drug to conduct clinical trial or
bioavailability or bioequivalence study or for examination, test and analysis without obtaining permission or
the notification as referred in proviso to sub-rule (2) of rule 52 to the Central Licensing Authority, as the case
may be, to manufacture such new drug or investigational new drug."

3. In the New Drugs and Clinical Trials Rules, 2019, after the sub-rule (2) of rule 52, the following proviso shall be
inserted, namely: —

"Provided that in case of manufacture of new drug or Investigational new drug for Analytical and preclinical
testing (excluding the new drug and Investigational new drug of category of sex hormones, cytotoxic, beta
lactum, Biologics with live microorganism and narcotics & psychotropic drugs) an online application shall
be submitted as notification and applicant can manufacture such drugs based on the notification."

4. In the New Drugs and Clinical Trials Rules, 2019, in rule 53: —

(a) under the sub-rule (1), the words “ninety working days” shall be substituted with the words “forty-five
working days” wherever occurs.

(b) under the clause (ii) of sub-rule (3), the words “ninety working days” shall be substituted with the words
“forty-five working days”.

5. In the New Drugs and Clinical Trials Rules, 2019, after the sub-rule (1) of rule 59, the following proviso shall be
inserted, namely: —

"Provided that in case of manufacture of new drug or Investigational new drug for Analytical and preclinical
testing (excluding the new drug and Investigational new drug of category of sex hormones, cytotoxic, beta
lactum, Biologics with live microorganism and narcotics & psychotropic drugs) an online application shall
be submitted as notification and applicant can manufacture such drugs based on the notification.”

6. In the New Drugs and Clinical Trials Rules, 2019, in rule 60: —

(@ under the clause (i) of sub-rule (1), the words “ninety working days” shall be substituted with the words
“forty-five working days”.

(b) under the clause (ii) of sub-rule (1), the words “ninety working days” shall be substituted with the words
“forty-five working days”.

(c) under the clause (ii) of sub-rule (2), the words “ninety working days” shall be substituted with the words
“forty-five working days”.

[F. No. X.11014/05/2025-DR]
NIKHIL GAJRAJ, Jt. Secy.

Note:  The principal rules were published in the Official Gazette vide notification No. F.N0.X.11014/10/2017- DRS
-Part (1), dated 19th March 2019 and last amended vide notification number G.S.R......(E), dated.......

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054. sveskuuag
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H. 543 ¢ Reeft, gEeafaT, smred 28, 2025/9T 6, 1947

No. 543] NEW DELHI, THURSDAY, AUGUST 28, 2025/BHADRA 6, 1947
e A IRATE FedT HATAT
(T 3T qRETR Fearor favm)

T2 feeett, 27 3%, 2025

1.1, 587(1).— 7= SHUTErAT ST AqTa® areqor f9=w, 2019 § ¥ Fered v & forg
wiaaT FaHT FT Foteried qerar, R Feard T, Arutd 3T Taread gt ata=aw, 1940
(1940 =T 23) T &1 12 T ITATT (1) 37T AT 33 T ITATIT (1) T T&T TRAT T AT Fd
T, FMET LA &1 AT HLAL &, il T6E TATET g1 ATl AT GATIAT SARAT 0l AT 6 (0,
TR TRTTO FohaT STt € i< g gi=a o smar € B oo stferg=am arer Trerost iy wfaer
TRTIAT BIT 3T IH AT I ITAsH FHIT 0l qerg & AT | (a7 it srater it Fara & 7997q
IaFq wETeT FEmt 97 A= e srom

IUEd fafafdse safer & siavta Saa yTey awr & gag # et oft ==f=r & yrea g

ATAT ATTIAT AT GATAT T g T FIT A= AT ST

5741 GI/2025 (1)
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T ITRT (A9l & "eel | Arq Al U GATEN, A HIS gi, Al A9 a9 (Afe), T
T ITETT FdTIT HATAT, ATCT TR, FHL &7 545, 0 &, A9ior a1, 72 fawtt - 110011
7 THA drugsdiv-mohfw@gov.in 3 JTETH & §ST AT ThaT g

CEICNE R

1. (i) =7 =T #7 "iereq a9 92 SOty oY qaTae aireor (... gerres) =aw, 2025 Fgr

ST
(ii) T TR TRy oS | FEET S| Rt "9 9 g 797 et e

o AR ZhMI

2. T siufer sfiw darf=s adreror e, 2019 # F=w 31 F Iu-[aw (2) F waTq FMafated
TR ST eI T ST, Srerf-
“oiq A T ATHTT Te 99 WA SAaah (A [FaTa 397 F o) § uwe g, &1
T, I ATHA, I ITATL, AT ITASHAT AT FAF odAT AT % AT |, el sirfer & g
q G €T (ATlel o0, gTHI, qTEahlfed i argaiaitas qared At £ sfufa=t
GIE®e, 7 T |0 IThee 13 TAFIE ATl SirTTer AT STATe Taaaeiier BIHIR RIS
FTAT SATTEr) ST T8t | &f <97 § AT ohelt ot T97 S¥ Juaw, 2, ST, e T, FAET 37T
Teh § AT &, FT AqAT ATTGAAT 6 ®T | AAATSA AT Teqd FA AT Haid
AT T ITFErRToT T T8t qTady  ars, fReterterd ordt  sregefie fora ST aerar

1. sterg=eT % e aEee FFw 8 % siava FT Ares iR arteer & |ry
USirhd =T AT T ST ETET ST gET AR

2. o= Attt afhaT F siavta B St v TR St SoeteuaT a1 o
FHAAT SAETAAT %0l THIEAT AT STAHIGH T RAIS TN & TEAT, Toreeht FHiear
ATATE ATHT o GSTTROT o FA [FThT0T oF THT b1 ATSH O TS0 GIT ol
STTUAf|

3. THAT-IAT F AEN 48 & ATAF A1 g AT AT T

3. = Sufer siw AT airerer f=w, 2019 #§ 9w 33 % 39-fA=w (1) & vanq Fatated
T AT EATIAT [T STTUAT, ST
"ig T8 T [ 31 & Iu-Ew (2) F TiegE |, TAT SedArea S Sudsydr AT ST
SYASYAT T Z9T H, ST IUAHAT AT AT AT AL ATALAAT o & | B HT-05 H

ATATEA AT T Fileh (AT ST Fha T 51"




[\ II—8vE 3(i)] HTL T (ST ETLTI0T 3

4, T oty ve qartE aier aw, 2019 § F=w 33 # 3u-fAaw (2) vemtq Fefefua
T S e AT ST, st
“(2) ToRHET TATT SO AT STeATUTeHS A5 U & STaSaosddr AT STaqeddl AT FLd df
FAATT T FA o o0 AT 97 31 % IU-99 (2) &F Irqs § oAt sd Iqersear a1
ST TETAT LTI LA FLA T FTATAAT o ToIT srerae o |y, St ofF Rofa gv, a2 =t
# Afde g sfiw =t st &t arfersr 2 § [Afde s/ S &l g&amas go &y

STTUAT:

T IE T Fealg GERR AT TT AT 6 T IT AT & § w@riaeare i a1 oo Bt
HEAT AT TS FIT ST ITAAT AT AT THIAAT STEATT LT o (o0 FlS [ aF gl grm”

[T, /. TFT.11014/06/2025-1317]
Afaer o, w9 at=a

e gor e fa=eT dear U H.0a.11014/10/2017-3=:mue-anr (1), fadi® 19 714 2019 T
ATEFRIE TSI § THAT o0 0 o & sifow e sfegg=ar e aran+ .., &3
............. g "errfera fr o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 27th August, 2025

G.S.R. 587(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, Room No. 545, A Wing, Nirman Bhavan, New Delhi - 110011 or emailed at
drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (1) 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.
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2. In the New Drugs and Clinical Trials Rules, 2019, after sub-rule (2) of rule 31, 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 the
Country or any one of the countries namely, USA, EU, Japan, Australia, Canada and UK, the studies may be
conducted after submission of an online application as notification and its acknowledgement by the Central
Licensing Authority, subject to the following conditions:

1. The application for the notification must be accompanied with approval of the ethics committee
registered with Central Licensing Authority under rule 8.

2. The Ethics Committee shall maintain separately the record of review and approval of such
bioavailability or bioequivalence studies being conducted under this notification process which
shall be reviewed by the Central Licensing Authority at the time of renewal of the Registration of
the Ethics Committee.

3. The samples size should not be more than 48."

3. In the New Drugs and Clinical Trials Rules, 2019, after sub-rule (1) of rule 33,the following proviso shall be inserted,
namely: —

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

4. Inthe New Drugs and Clinical Trials Rules, 2019, after sub-rule (2) of rule 33 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 for notification for initiation of bioavailability or bioequivalence studies as
referred in proviso to sub-rule (2) of rule 31, as the case may be, shall be accompanied by a fee as specified in
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."
[F. No. X.11014/06/2025-DR]
NIKHIL GAJRAJ, Jt. Secy.

Note: The principal rules were published in the Official Gazette vide notification No. F.N0.X.11014/10/2017- DRS -
Part (1), dated 19th March 2019 and last amended vide notification number G.S.R ...., dated ....
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