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ey 3 TRAT FedTor §ETey
(Famee SiT TRET et fasm)

CIPECET
e fawett, 23 5, 2026

ar.# 1., 509(37).— siruter e, 1945 # =¥ gerred 3  forw [wforfaa ey Faw, g
G TR AWl T ToTee areut dfafaae, 1940 (1940 F71 23) #it gmer 12 &t IT-a1T (1) T T&
TTRAT T TANT X gU, SIS TRl GATgRIL TS o XA & FAT TEqriad wedl &, TAEIT 39 Tl
FEAT i SATHHIT o o7 TRITAd /e ST 8 fSreh To1tad g it §91aAT 8, ST Uagnr Jg Aited T
ST & T ST6 9T M=l 9% 39 aE | 39 & il Safer FH7T g 92 AT 396 918 o= a1 s
S i #1294 9= [FH aTer AT F oS i AT ST\ ar o oy 3uesy FTs ATt 2|

Ih AAter & Hiqe FRdr o =R | ST g ATl satdl i ATE! 9T g 9T g7 (@497
ERuS I

AT ST g, IQ Fe 2l, Ta¥ qraa (iufe), Ty sfiT qia Fear JAred, A
T, I-6, T giA-T T, g5l Hioe, Faed waq-1, 95 faeet, 110001 Fr Farterd & ST e g a1
drugsdiv-mohfw@gov.in 9% 8« 3T ST 99d 2|

EIRERT R

4637 GI/2026 1)
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1. (i) =7 A=t iy il (... o) e, 2026 FET ST FaT 2

(ii) 7 FR=w Trsr= § AT S TaH T & 99 99T g MG a8 Y9 g

2. I A ¥, w33+, -

(i) gT (F) |, "ITT 11" 9757 T T&IT F T 9L, "T=7 11 77 779 34 F 30-F7997 (1) F 7w 5
FefT I FEAT T qTAe, AT A AT g 975w, HEAT 3T R Ftaedariid Ry ST,

(i) w@wWE@H -

(@)  "AIATHETI" 95T F T U, "AIAHET AT AT 34 F 39-[{77 (1) F WIF & TelT @ gAAr
T qTaT T T, STET o ATHAT 21" 9e%, HEAT ¥ HIgF TaeqTid ohT Srosr,

(b)  "AIATH" 95T ST Fel HI AT g, IHh €I UL, "AqATH 7 =7 34 F 30-F79 (1) F Wqw &
FeT7 I FEAT T AT, AT AT AT g 975w, HEAT 3 g Ftaediid Ry ST,

(i) @@= (1) H, "AAHGT" 57 F T 9, "AA AT AT AT 34 F IT-[FH (1) F THF 6 AT
TF AT T ITAAT T LT, STHT ST ATHAT 2" 9767, HEAT 377 w9 Tieriog e ST,

(iv) @< () H, —

(@)  "AATHETL" 95T F I U, "AGAHET AT I 34 F 39-[77 (1) F WIF el @ gAAr
T qTadT T T, STET o ATHAT g1 9s%, HEAT ¥ HIgF TaeqTiia fohw Srosr,

(b)  "SAIATE" e= F T U, "AATH AT [HAA 34 F IU-[AA (1) F WIF & FAT TF AT A
aTarT, ST St ATHEAT g 97w, HEAT ¥ FrgE Tiaeariod fhu ST,

(V) T (3) |, —

(@)  "SAIATHYT" 9T5T F T U, "AAHGRT AT HIw 34 F 39-[9w (1) F wF F HelT @ gEAr
T qTadT T T, STET o ATHAT g1 9s%, HEAT $f¥ HIgF Taeqriia o Srosr,

(b)  "ATATHIT F ITLE" TER[ F T I, "AAATHAT & 9T AT =7 34 F I0-[H7%7 (1) F = qF 5
T I AT T qTACAT o T, STAT AT AT 21" 9768, AT 3T g Siaedriod Ty ST,

3 3 Aot |, AW 34 #, -

(@)  SUIT ofite H, "STATH" A&7 % T I, "SAAATH AT @ A1" &1 Tiaerioa vy o,

(b)  SU-FFEH (1) F T, AT aiqh sia:Earad B S, -

e R E T E PP L e 7 | A e A ol Rt o T s e 2 e e 1 e i A O AT T

ATzereitaas, dler dFe, Sifad qeasiial ard STl o 3T ATCRIead T ATehleiad arel il
uft ¥ TATH FT BISH) Fald T TTIEHRET T T€ T 12 H TF AT AT [d a7 & €T §
T TR SITUATT SiY Srerash UHT GaAT ol ITadl & AT 9% UHT SHuter T S 7 gahar g1";

4 Ih i |, W 35 H, -

(@) 3T YT ¥, "SqAE" 58 K T U, "AAH AT TF GAAT AT qrEdr” 058 Tiaeraa o

ST,

(b)  IU-FEH (1) ¥, "AAATH" AT ST Fel Wl ATAT &, b A 9, "AqAH 7 [F797 34 F Iu-F7w7
(1) & T3qF * Tf & FIAT T qrad’, A1 o qrHer g ores, AT 7 wrgs gtaeriud R
ST

(c)  Su-fFIwm (2) F ruw w F_eferfaa sfaeenfa T srosm -




[¢TRT [I—avE 3(i)] T T TSI © THTLTL0 3

FrE SqAagr AT FEw 34 F I0-FFw (1) F s & AfiT @ gEAr i qmEdr w7 g — o)

AT AT IF TAAT T GTay T FT &l T8 gl—3eer it arg F i 7gi+ % Fiae s Jehe F I
Ffier T TR 2

5 3 o o, A F H, -
TE=T 12 H, —

(@)  ofid® o, "SAA" 9T5% o T 9T, "SAGATH T T AT ere8 Afaetiua Ry S,
(b) T TXRITE H, "SI 9751 & S T, "S{qA 8 AT IF AT 968 Taedriad o0 STosr;

[FT. %, SE--11011(11)/5/2026-E=A ]
feoquft:  sirofer F=e, 1945 TS0 # ATEg=AT €647 UF. 28-10/45-1=(1). fadis 21 fRHaw, 1945 %

TEq THIAT T T 2 37 sifaw a2 stferg=eT geat aranM... . &1 ... & qga gentaa
o T o)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)

NOTIFICATION
New Delhi, the 23rd June, 2026

G.S.R. 509(E).— The following draft of certain rules further to amend the Drugs Rules, 1945, which the Central
Government proposes to make, in exercise of the powers conferred by sub-section (1) of section 12 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.

Obijections 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 Drugs (...... 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. In the Drugs Rules, 1945 (hereinafter referred to as the said rules), in rule 33, —
(i). in clause (a), for the word and number “Form 11, the words, number and brackets “Form 11 or the
acknowledgement of prior intimation under the proviso of sub-rule (1) of rule 34 as the case may be” shall
be substituted;

(if).  Inclause (b), —

(@) for the word “licensee” the words, number and brackets “licensee or the holder of the
acknowledgement of prior intimation under the proviso of sub-rule (1) of rule 34 as the case may be”
shall be substituted,;
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(b) for the word “licence” wherever it may occur, the words, numbers and brackets “licence or the
acknowledgement of prior intimation under the proviso of sub-rule (1) of rule 34 as the case may be”
shall be substituted;

(iii).  In clause (c), for the word “licensee” the words, number and brackets “licensee or the holder of the
acknowledgement of prior intimation under the proviso of sub-rule (1) of rule 34 as the case may be” shall
be substituted;

(iv). In clause (d), —

(@ for the word “licensee” the words, number and brackets “licensee or the holder of the
acknowledgement of prior intimation under the proviso of sub-rule (1) of rule 34 as the case may be”
shall be substituted;

(b) for the word “licence” the words, numbers and brackets “licence or the acknowledgement of prior
intimation under the proviso of sub-rule (1) of rule 34 as the case may be” shall be substituted;

(V).  Inclause (e), —

(@) for the word “licensee” the words, number and brackets “licensee or the holder of the
acknowledgement of prior intimation under the proviso of sub-rule (1) of rule 34 as the case may be”
shall be substituted;

(b) for the words “holders of licenses” the words, numbers and brackets “holders of licences or the
acknowledgements of prior intimation under the proviso of sub-rule (1) of rule 34 as the case may be”
shall be substituted;

In the said rules, in rule 34, —

(). in the marginal heading, for the word “licence”, the words “licence or prior intimation” shall be substituted;

(if).  After sub-rule (1), the following proviso shall be inserted, —
Provided that in case of import of drug for analytical and non-clinical testing (excluding drugs of category
of sex hormones, cytotoxic, beta lactam, biologics with live microorganisms and narcotics and
psychotropic drugs) an online application in Form 12 to the Central Licencing Authority shall be submitted
as prior intimation and the applicant may import such drug based on the acknowledgment of such
intimation.";

In the said rules, in rule 35, —

(i).  inthe marginal heading, for the word “licence”, the words “licence or acknowledgment of prior intimation”
shall be substituted;

(ii). in sub-rule (1), for the word “licence”, wherever it may occur, the words, numbers and brackets “licence or
the acknowledgement of prior intimation under the proviso of sub-rule (1) of rule 34 as the case may be”
shall be substituted;

(iif).  for sub-rule (2), following shall be substituted —

A licensee or the holder of the acknowledgement of prior intimation under the proviso of sub-rule (1) of
rule 34 as the case may be, whose licence or acknowledgement of prior intimation has been cancelled, may
appeal to Central Government within three months of the date of the order.

In the said rule, in Schedule A, —

. In Form 12, —

@ In the heading, for the word “LICENCE”, the words “LICENCE OR PRIOR INTIMATION”
shall be substituted;

(b) In the opening paragraph, for the word “licence”, the words “licence or prior intimation” shall be
substituted;

[F. No. DC-DT-11011(11)/5/2026-eoffice]
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....dated ....
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