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ey T TRET Feamor HETeE
(FaTeey iR g weamr fam)

1L
T fawett, 29 5[4, 2026

Tr.#1.7. 530(37).—sirater e, 1945 | {7 Forras w3 & forg s =y = areT & sirufer
A wETae ARt srferfeam, 1940 (1940 =T 23) ﬁ%rr{'r 12 7 39-41e7 (1) 3ﬁ'<a'rcr33sﬁr€cr-a'r€r(1)
* 9l uferd &7 &, AT qLRTE, TETE L TRAT FAT07 HATT (T AT TRATT Fearor f39m)
aﬁraf*agﬁmmmaw‘r% 758 (31), AT 16 s7Fzay, 2025 G, ATLA & LSTI, AT, 91 2, TS
3, 7@ (i) § THTT P AT o1, Rred UF sAReat ¥, o S TqrE 26 i g @y g 5
STATer T FHTH | TA, ST 3<h SATSLAAT ATl TSI A0l TTAAT STAAT hl ITASH FHLd AT %0l ATLE H AT
& 7 off, e i g At R oo o,

T, I TSI AT TQIT STqT 1 18 FFga, 2025 FT 3T FATS TS o,
3T, 3% YT Aol F qae § ST § A AT ST g I Tal g,

;AT Hal T TLHIT I ATATIH 0T g7 12 3T &7 33 FIT T&T LThAT T TINT Hd gU &Y
SIS Teheehl TATEHRIT dle § TITHET & TATq TAgT At =aH, 1945 # & "era" #ed & fou
Referfed s =T €, st —

1. (1) == et = wfery am sirafer (smeat gemra) =, 2026 2
(2) T AW TSTI § I TR 6T AT H TG gl

4848 GI/2026 (1)



2 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(1)]

2. 9ty =, 1945 &, —

(i). F=w 75 ¥, 3u-fA=w (3) ¥, " R-Fifrade SuaT (A-duan) & Sea ot ar=al, 7%
G‘Bﬁ;{@aﬁgﬁ%qm, " AT TH HA AT SIS, S (A hed 1 ITATE IT JITHe," 9768 S :&Trad fohw

(ii). F=w 757 ¥, 3u-f=w (11) ¥, "R-Fiftade SUAT (A-S10AT) ¥ o« siufea e,
AL ST FEHRT F TAT, " A T &F 9 FqA Iaa1g, 'S Hfradia Ieme a1 ST s
o R ST,

(iii). w76 ¥, "Repifrade SUAT (A-S0AT) ¥ Ao AOIEFT" oTeal, TA%0 A FgRT
AT U, STl Fel AT & o0 gf, "RaFiFade AT (A-S10A0) & qca SuTeaT, ¥ a7 ©&F T Zea
Icqre, St et Soare 7 stTe," 9rex gidertaq o s,

(iv). M9\ 76 T, "RFitade SIUAT (MT-S1UAT) & Z[ca AU eTeal, AT 37T HISH &
T UT, ﬁ?ﬂ%ﬁ?ﬁ@ﬂ(ﬁﬁ-ﬁ@@)ﬁwaﬁw T AT TEH HA Fcao IqTE, ST =Hfeheeria
IUTE IT AT, 9Tex Tiaeamioa o S,
(v). STTHAT T H,—
(‘qﬁ)%—qz?éﬁf,—
() ofite ¥, "RFiRade SUAT (A-STUAT) | Sqcae Tregi” oeai, Te?i ofiT Hgahi & &0

I, Wﬁw(méﬁ'@q q e AITET/ HA AT T/ A F[ead 3¢TE, SN =fehcd 1 Ieamg
IqT AT, " 9Te8 TiaeaTiua fo sro;

(@) "fEifrade SIUAT (AR-STUAT) & cae SHUTeT," eTeal, AT 3T HIgHi & a1, "9 AT
TEH A T IcATE, ST Fefhee 17 ITITE AT AT, &1 - &7 fory Sror;

(@) T&T 27 T H, —

(%) ofrie ¥, "ReFiFade AT (I-STUAT) § S[cae Suegi" orsai, 7% sfiT Hgai & &

9%, "Reiftasc su\dl\(ar{smdl\)@rogcw W/ﬁﬂmﬁqﬁﬁwm e e same
méﬁw 9reg gfaeariua fFu Sro;

(@) "faifrade SIUAT (AR-STUAT) & o SHUTeT," eTeal, AT 3T HISHi & a1, "9 AT
TEH A AN IATE, S (AT 1 ITTe AT AT, 92 - &qrfua 3 ST,

(M) T=T 28T H, —

(%) ofrie ¥, "ReFiFade AT (I-STUAT) § Scae Suegi" orsai, 7% sfiT Hgai & €
T, "RFiFade AT (AR-F0AT) | T W/ﬁﬂmﬁqﬁﬁwm e e same
AT ST, grex wiaeaTaa Ry ST,

(@) "faifrade SIUAT (AR-STUAT) & e SHUTeT," eTeal, AT 3T HSHi & a1, "9 AT
TEH A AN IATE, S AT 1 ITTe AT AT, o2 - &A7fud 3 ST,

() I&T 2810 H, —

(%) Qﬁﬁ'aﬁfr ﬁm‘%&ﬁzeﬁw(méﬁw H F[eqe sfuter” oreat, waﬁ%ﬁ'{aﬁm%Fm
T, "ReFiFade AT (AR-FIUAT) T F[aa SHUTET/AST I7 ©F T F[qd 3¢, S (=R 17 37Ta
AT ST, 9r&g YiaedTiod fohu ST,

(@) "faifrade SUAT (AR-STUAT) & ST SHUTeT," eTeal, AT 3T HSHI & a1, "9 AT
TEH A T I¢ATE, ST (o Thee 1 ITATE AT AT, 9761 - eATroa vy Sror,

[®7.5. T.11014/07/2025-T-ATT(2)]

. . -
Y HITET, HIE diea

foroqur: sfrafer fMem, 1945 &7 sfe==T |, UH. 28-10/45U=(1), ardr@ 21 fa€aw, 1945 T 99" |
ST ToRT TT A7 37 Sifa| gerree Afag=eT dear ar.H1.4. 506(3), ara 22 A, 2026
ERBERIE R
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 29th June 2026

G.S.R. 530(E).— Whereas a draft of certain rules further to amend the Drugs Rules, 1945 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. 758 (E), dated the 16™ October, 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 18% October, 2025;
And whereas, no objections and suggestions received from the public on the said draft rules;

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 Drugs Rules, 1945, namely: —

1. (1) These rules may be called the Drugs (Eighth Amendment) Rules, 2026.
(2) These rules shall come into force on the date of their publication in the Official Gazette.

2. In the Drugs Rules, 1945, —

(i). in rule 75, in sub-rule (3), after the words, letters and brackets “Recombinant DNA (r-DNA) derived drugs,”,
the words “Cell or Stem Cell derived products, Gene therapeutic products or Xenografts,” shall be inserted;

(11). in rule 75A, in sub-rule (1A), after the words, letters and brackets “Recombinant DNA (r-DNA) derived
drugs”, the words "Cell or Stem Cell derived products’, ‘Gene therapeutic products or Xenografts’" shall be
inserted;

(ii1). in rule 76, for the words, letters and brackets “Recombinant DNA (r-DNA) derived drugs” wherever may
occur, the words, letters and brackets “Recombinant DNA (r-DNA) derived drugs, Cell or Stem Cell derived
products, Gene therapeutic products or Xenografts,” shall be substituted;

(1v). in rule 76A, for the words, letters and brackets “Recombinant DNA (r-DNA) derived drugs”, the words,
letters and brackets “Recombinant DNA (r-DNA) derived drugs, Cell or Stem Cell derived products, Gene
therapeutic products or Xenografts,” shall be substituted;

(V). in SCHEDULE A, —
(a) in Form 27D, —

(A) in the heading, for the words, letters and brackets “RECOMBINANT DNA (R-DNA) DERIVED DRUGS”,
the words, letters and brackets “RECOMBINANT DNA (R-DNA) DERIVED DRUGS/ CELL OR STEM
CELL DERIVED PRODUCTS, GENE THERAPEUTIC PRODUCTS OR XENOGRAFTS,” shall be
substituted;

(B) after the words, letters and brackets “Recombinant DNA (r-DNA) derived drugs,”, the words “Cell or Stem
Cell derived products, Gene therapeutic products or Xenografts,” shall be inserted;

(b) in Form 27DA, —

(A) in the heading, for the words, letters and brackets “RECOMBINANT DNA (R-DNA) DERIVED DRUGS”,
the words, letters and brackets “RECOMBINANT DNA (R-DNA) DERIVED DRUGS/ CELL OR STEM
CELL DERIVED PRODUCTS, GENE THERAPEUTIC PRODUCTS OR XENOGRAFTS,” shall be
substituted;

(B) after the words, letters and brackets “Recombinant DNA (r-DNA) derived drugs,”, the words “Cell or Stem
Cell derived products, Gene therapeutic products or Xenografts,” shall be inserted;

(c) in Form 28D, —
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(A)

(B)

(d)
(A)

(B)

Note:

in the heading, for the words, letters and brackets “RECOMBINANT DNA (R-DNA) DERIVED DRUGS”,
the words, letters and brackets “RECOMBINANT DNA (R-DNA) DERIVED DRUGS/ CELL OR STEM
CELL DERIVED PRODUCTS, GENE THERAPEUTIC PRODUCTS OR XENOGRAFTS,” shall be
substituted;

after the words, letters and brackets “Recombinant DNA (r-DNA) derived drugs,”, the words “Cell or Stem
Cell derived products, Gene therapeutic products or Xenografts,” shall be inserted;

in Form 28DA, —

in the heading, for the words, letters and brackets “RECOMBINANT DNA (R-DNA) DERIVED DRUGS”,
the words, letters and brackets “RECOMBINANT DNA (R-DNA) DERIVED DRUGS/ CELL OR STEM
CELL DERIVED PRODUCTS, GENE THERAPEUTIC PRODUCTS OR XENOGRAFTS,” shall be
substituted;

after the words, letters and brackets “Recombinant DNA (r-DNA) derived drugs,”, the words “Cell or Stem
Cell derived products, Gene therapeutic products or Xenografts,” shall be inserted,;

[F. No. X.11014/07/2025-DR-Part(2)]
HARSH MANGLA, Jt. Secy.

The Drugs Rules, 1945 were published in the Official Gazette vide notification No. F. 28-10/45H(1), dated the
21 December, 1945 and last amended vide notification number G.S.R. 506(E), dated 22nd June, 2026
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