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75 fReett, 2 wead, 2026

ar.aL . 97(31).— T shufer sfiw Aare T Rw, 2019 § &IRr gerrerd w3 % forw F Faat
=7 Rerferfera arew, o s aehTe siater oie swmae arady srferfeae, 1940 (1940 =1 23) it =T 12 it
ST (1) 3T &meT 33 T IT-GTT (1) T T&T LRI T TN X g, SUTEr Tehet 10! TATGHIL ATS &
TRTHET F TR, T FT TG FLAT g, SIe THTEd g arel FdT SAREAT T ST & o0 uagnr
TERTTT TohaT STTAT 8, oY TagT giud AT SITar g T 356 YIS (MFA1 9% 39 qIiE & a9 & &if sate
THTH B4 9T AT 39 d18 A= FohaT STuam R o7 27 arew et arer 91 & 79 7 it sH=ar 1
IS FATS ATAT 2l

S e srafe & fiaw et off =t & e safx o geamat a7 &% 99 gy A= B
ST

AT ST qATT, QIS I, T qr=a (3fufer), T i TRar FedTor 637, A3 qYFTY,
Fef HeaT 434, @ &, [t g=m, 92 fReel - 110011 & "@arfaa fro s "wsha & 47 drugsdiv-
mohfw@gov.in < A« T ST T 2

722 GI/2026 (1)
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EIRERE R L]
1. = et &7 7u sfroter siie Aarees aleror (... ") FEw, 2026 FET ST F9EaT g

(ii) T TR I g SteraTa o= § R % eyt & a6 [fey arg ¥ an) gl

2. (i) U Sl si7 et were (e, 2019 ¥, fFew 77 F @ (ix) F 91, Fetetag @ st s,
TAT: -

“(x) fafamtor wferam, =1 agres arRft, a1 SRR, 77 oow e, At fAfacer, ar aderor, 31 sEarastr
arfe & foret oft ofade & Rarfa #, S off s 21, Ravar 2 saer st usie vE gfamdat & oo
ATSHERT ITfareReor &7 forfera =9 # giea wam

T 72
(a) ForeT oft @ orET IREda (597 1) & AT |, HEiar arE e e § 9| AqHed I

T, STET T add 7 (hel SHud I T Tg=1d, orf<h, [OrEr, EAT T fd9aT 9 T T4
T T T TH H9TEAT g

(b) Tt T weaw e afaad (F9 1) & ATeer |, Haiar arsE e e § 9@ aqHET I
T, STl Taad &7 et sirafdr Ieare it 7g=1, 9rf<h, [ore, LEaT AT &HAT 9 Tidhd T
TTAA il HEIH FATAAT 2

(c) ATHAT ot afaddt (5 ) F Ao |, Feiar arestE st & 9@ aqaEd & oA
TR AT FAT (A qared 3fi sfrofer 3ot i 4eF ATeE | 7Rade & ATHAT R GISHT), gl
afvaad 1 T sirafer Iaare it T8+, oTf<R, T[OrET, [EAT AT AT 9 STaEd T ST #hf
IATH HATAAT g ATTUF HATHIT AT FAeT qY il Tgell (A HTT T ATSH ET STTERT0T hl T&qd
#Y ST

3. ) 9T Srwter 3% AariAe qireror A, 2019 ®, R 82 F @ (viii) F a1e, Feferea g st s,

FAT: -

“(ix) TafamTor gfFaT, a7 Fgrs aTHIt, A7 TR, AT 9ew ATew, AT fafeder, am udrerr, AT
FEATAS R et | foreft ot afiaae 6t fufa w5, S ot s g1, Aetar areafE s &t
forfera =7 # gi=a wam

Tg 7
(a) TorET oft i TorET 9REda (597 1) % AT |, HETar args e e ¥ 94 AqHeT T

T, STl TRAd & TRl St ITATE sl T, 91Tk, OTa, LEAT AT &HaT 92 g TH1a
ST T AT HATAAT &

(b) Freft ft wemw spuraT afEdy (5a< 1) & Areer |, AT aredtEnT i & 9@ ey T
FT, STl Taa & Rt it IeqTa i Tg=me, 9Tih, TOrET, 5T AT A9dT 9% TTddd THTd
ST T TEAH FATAAT

(c) AT ToreT gfeaadt (a2 ) F a8 #, FEAtar arsaE SieEor § 9@ Tquied & &
TR AT FIT (TS qaTe 37 Sfrofer Icure T AeF AT | Tade & ATHAT H BISHT), Tl
gfeaae a1 T sirafer Icome T 98T, orf<F, O, LEar AT AT 9T Sfagd TH1E ST 6hh
IATH HHATAAT g ATTUH HATHIT AT FAST qY ahl Tgell (A HTT T ATSH ET STTTEHe0T hl ST&qd
#Y STt

[F1.5. TF.11014/02/2026-ST317]

Y HITET, §<6 aea
feroofy: WwﬁﬁaﬁﬁmwquHOM/m/zm?ﬁW -STRT 1 ﬁm‘eﬁwnﬁ
¥1Q%WWWWQ@TW SrtereEeT geT araL L (), R’ Ed

TEa werrtera & Tw o)
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 2nd February, 2026

G.S.R. 97(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, 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. (i) In the New Drugs and Clinical Trials Rules, 2019, after clause (ix) of rule 77, following clause
shall be inserted namely: -

“(x) In the event of any change in manufacturing process, or excipients, or packaging, or shelf life,
or specifications, or testing, or documentation etc. as the case may be, the manufacturer or his
authorized agent shall inform the licensing authority in writing for such changes.

Provided that;

a) In case of any major quality change (Level I), the manufacturer shall obtain prior
approval from the licensing authority, where the change has a substantial potential to
have an adverse impact on the identity, strength, quality, purity, or potency of a drug
product.

b) In case of any moderate quality change (Level II), the manufacturer shall obtain prior
approval from the licensing authority, where the change has a moderate potential to
have an adverse impact on the identity, strength, quality, purity, or potency of a drug
product.

¢) In case of minor quality changes (Level III), the manufacturer shall implement the
change without prior approval from the licensing authority (except for cases of change
in shelf life of drug substance and drug product), where the change has a minimal
potential to have an adverse impact on the identity, strength, quality, purity, or potency
of a drug product. The annual submission shall be made to licensing authority by 1%
quarter of every calendar year.”

3. (ii) In the New Drugs and Clinical Trials Rules, 2019, after clause (viii) of rule 82, following clause
shall be inserted namely: -

“(ix) In the event of any change in manufacturing process, or excipients, or packaging, or shelf life,
or specifications, or testing, or documentation etc. as the case may be, the manufacturer shall
inform the licensing authority in writing for such changes.
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Provided that;

a) In case of any major quality change (Level I), the manufacturer shall obtain prior
approval from the licensing authority, where the change has a substantial potential to
have an adverse impact on the identity, strength, quality, purity, or potency of a drug
product.

b) In case of any moderate quality change (Level II), the manufacturer shall obtain prior
approval from the licensing authority, where the change has a moderate potential to
have an adverse impact on the identity, strength, quality, purity, or potency of a drug
product.

¢) In case of minor quality changes (Level III), the manufacturer shall implement the
change without prior approval from the licensing authority (except for cases of change
in shelf life of drug substance and drug product), where the change has a minimal
potential to have an adverse impact on the identity, strength, quality, purity, or potency
of a drug product. The annual submission shall be made to licensing authority by
1% quarter of every calendar year.”

[F. No. X.11014/02/2026-DR]
HARSH MANGLA, Jt. Secy.

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