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No. 129] NEW DELHI, MONDAY, FEBRUARY 16, 2026/MAGHA 27, 1947
T T TRATT FITT HATAT
(FaTe=g 3% TRRET Fedror fasim)

7% faeelt, 16 wead, 2026.

ar.#1./.135(31). — st fFaw, 1945 it i "Hened F39 & o wfaua =t &1 uF yrew,
Arater 3T yETee ATy faftaEE, 1940 (1940 T 23) it & 12 FT IT-4TeT (1) 3T 91T 33 Ff IT-LTT
(1) % STefT= AT 7ufera, AT ¥Rt o TTee 3T TIETE Fed 1o HATAT (FATEST 3T THETe Fogur fedqm)
FT srfeg=eT " AanFn . 345 (31), &A= 28 9%, 2025 T 9T % TSI, TETLTT, 96 11, ET 3,
ST-GT (i) § TRTAT Foham 77 o, s T8989 T9Tad g 6 G91aET aTe SRR & SIRET 3 A9
ATHTT T T o, 3] ATE & A1 [ ol TS THTT g1 | T8 (978 qILE I 3h STTEEAAT ATl 1579
£ gfaat Sar F foro Suerey F#rE TE off;

T, ITH TSI FT TA=T 28 AL, 2025 FT ST F T Iuersy s ME o
ST, G AL 36 IR AT 9T AT & T AT S ATE! 9¢ A= 3637 @0 2;

A, T, HRT TLHIT Ih ATATHIH 1 o7 12 37T T 33 FWRT T&T AHAT HT TN Fd U,
ATy AT TATEHE ATe & AT & THTq, futer Faw, 1945 F7 37 gerred F:  forw Aeferiag
IEREECEICIE AR I HE
1. (i) =7 R T gferm 9 sirafer (Ferra) [, 20261

1176 GI/2026 (1)




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

(ii) T TR=w TSTa= § 3 YT T AT H TG i
2. Sty e, 1945 (58 =8 39 T I H9H Figl 11 8) |, —
() =\ 1215 % woe o Meforfed Raw @ S, soiq -

“121%F. SFITRAA TSI EFa-TTIS gq TRIe0T — Ged e & forw swerfaa garet &1 =i (|
B UH 9aTT F AT A FohaT 97 9 AT AT 7T AT [Gaash) Jaad USleiadd & [T
T T SATATAT FIT AT, gl AT 3T ATTEFT g, TTIUSIT o o710 T HT STATAT HeT
AT FFRTe vSeifEma-araaee & o aferor g Jusr gf2ar (omE.dt.) & adqm dEnr &
FETE AT ST
(@) 3 Fawi ¥, oqget ' o, -

(i). 7=7 209 H, —

(31) BT 2 % weATq MEferiad 9= sia:eriua T S, st -

“3. fama TRdT e =afe & =t st ® e (FEW =ATR #TOATH)

(=) "eTEEE AT ord" IT-ofE F eefiw, o 2 % wearrq, Fwferte od siqsei i s,
HATL: —

“2%F. ATSHALTLN UH TRAAT & UH AT & HIqL G99 AT § et | Tade S =1
ATZETRRT TTFERTET 7 <911

(ii). =7 205 ¥, —
(31) 927 3 3 wertq fRerterfer 9= siq-weiua foham S, e -
“3%. owa T mwwm =t & aftwm g § grm (Faw =RE wToam)

TATL: —
“2F, ATTHALTIN U TREdT & U AT & HIae Te99 AT<h § et dF aiads i g=m
ATZETERT TTTERTLT &l <1
(iii). T=T 219 H, "ATHA T 0" IU-ofTIF F orefi=, ort 1 F wearq Rt o siq et fi
STTORAT, SrAve; —
“1%. ATSHAITLN UH TREAAT & UH AT 6 HIqC Te99 ATh § et | Tade S gadr
ATSH BT JITTARTEY T 717,
(M) I W H, aqgEr § H, ae- oo #, wfate g 5 % A Mettea yEme
ST 6T STTOA, T —
“6. AT F BT FH GEAT 15 U2 IfedAfard ArafETT T a¥7 =6 g1 & Favid dgl Ao’
[T, 7. TFT.11014/01/2025-513117]
feroqur: strofer A, 1945 T | fa=eT |, U, 28-10/45-U=(1) ar<ra 21 faHaw, 1945 T Yah1iera
TR0 T 9 ST Srferg=mT ST an.F. 554(3), I 18 3R, 2025 1T sifaw s "errtera o 1)
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
Notification

New Delhi, 16 February, 2026.

G.S.R. 135(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. 345 (E), dated the 28" May
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" May 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 Drugs Rules, 1945, namely: —

(1) These rules may be called the Drugs (Amendment) Rules, 2026.
(i1) These rules shall come into force on the date of their publication in the Official Gazette.

1. In the Drugs Rules, 1945 (hereinafter to as the said rules), —

(a) for rule 121A, the following rule shall be substituted, namely: —

“121A. Test for Bacterial endotoxins-Pyrogens. — Solution of substances intended for parenteral
administration (as well as water or any other aqueous solvent supplied along with such substance) shall
comply with a test for bacterial endotoxins or, where justified and authorised, with the test for pyrogens and
the test for Bacterial endotoxins-Pyrogens shall be carried out as per current edition of Indian Pharmacopeia
(1.P).”;

(b) in the said rules, in Schedule A, —

(1). in Form 20B, —

(A) after paragraph 2, the following paragraph shall be inserted, namely: —

“3. The sale shall be under the personal supervision of a competent person.

(Name of the competent person) ............cceoeviiiiiiiiiiiiiieaeanenn..

(B)  under the sub-heading “Conditions of License”, after condition 2, the following condition
shall be inserted, namely: —

“2A. The licensee shall report to the licensing authority any change in competent person within one
month of such change.”;
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(11). in Form 20G, —

(A)  after paragraph 3, the following paragraph shall be inserted, namely: —

“3A. The sale shall be under the personal supervision of a competent person.

(Name of the competent Person) ..........cooeeerieiiiiiiiiiiiaiieeieeanaannnns ;

(B)  under the sub-heading “Conditions of Licence”, after condition 2, the following condition
shall be inserted, namely: —

“2A. The licensee shall report to the licensing authority any change in competent person within one
month of such change.”;

(i11). in Form 21B, under the sub-heading “Conditions of Licence”, after condition 1, the
following condition shall be inserted, namely: —

“1A. The licensee shall report to the licensing authority any change in competent person within one
month of such change.’’;

(©) in the said rule, in Schedule H, in the foot note, after entry number 5, the following entry
shall be inserted, namely: —

“6. Class of drugs mentioned at serial number 15 of Schedule K shall not be covered under this
Schedule.”.
[F. No. X.11014/01/2025-DR]

HARSH MANGLA, Jt. Secy.

Note: The Drugs Rules, 1945 were published in the Official Gazette vide notification No. F. 28-10/45-H(1)
dated the 21% December, 1945 and last amended vide notification number G.S.R. 554(E), dated
18th August, 2025
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