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ey 3 R Heamor TR
(Fameey ST TRE e fasm)

g
% faeet, 30 S[TE, 2026

ar.#1.. 706(s1).— siruter =, 1945 &7 ST "qeae e & oy wfaag et &1 v arew,
Sroter 3 yaTae ATy sfataere, 1940 (1940 T 23) it &y 12 FT IT-4meT (1) 3T 1T 33 &t IT-LTT
(1) % STElTT AT STUTETT, IR AL 6 TaTesd 3T TATE Hed 10 HATAT (FATEST AT TRATE FHed o famT)
A STTe=T JeT a1.F. . 756 (31), A 16 Feav, 2025 G, A1d & TSI, SHTER, 96 2, TS
3, ST-GT (i) ¥ yartera foram wam o, e v St S99 Iq1ed giF 6 §9TadT § 39 aiig F o
& 7 srater & quTt & ger 5| a7 3T ATSH=AT Aol TSI il T(AdT STAdT H 3T FITS T
off, srary o e e g o o,

ST, I TS i1 AT SaT #i1 28 AFat, 2025 FT IUAse 4T &7 T8 off;

3T, I<H TT=T | 9T ST & T AeA9) 3 GHATAT T ha 1T G g7 G=e a2 o 1w g;

6035 GI/2026 (1)
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A, AT, HalT TLHIL Ih ATATFIH T T 12 3T a7 33 FIT T& ARAT T TINT F4d gU,
ST TaReTehl AATSHIT TS | XA % TATq, futer 2w, 1945 FT ST FATeT FA & o0 Aeterad
e F=TT |, AT —
1. (i) = =i &1 "t 91 sty (Fear derree) a9, 2026 7

(ii) & TH=w TSTI= § I YT 0l AT Al TG il
2. sirofer A, 1945 #, —
() 77w 2 % s1efie, Su-fAaw (@) & varq, Referia sa-fFem sia:erfoa G s, st —

(@) "sraas” 7 Y stcR, W, A7 TS A SwteEy ¥ smag, A ar e # oo At
TaeRar, W=TROT AT W= A7 o T Seara, A7 oraeor § 67 g1 7, FIAT STl o Soerad & TuTHea s,
v ARt safer % fore a7 =it = 7 gfavrer, sraes a1 [egar sfear g;

(@) = 297 & TeTq, Mefertead Aaw sia:eaiea T s, sraiq —
“29%. TH T % N1 siaee T rqasi|—

(1) =8 AT % el AT FIS ATH T AT ITHT AL T Fls = ATh, AATH GTHE, AT AT, AT T T
FEATAST AT ATHHIT o FT YT 90T SATAT g, dF ATSHIERT ISR G0 R0 adqi9 T a6 o &
THTA FN o o0 Sreg, Jr@ag AT ST 9, 39 Ut 79ty & forw, ST ag Stea a0e, sqatsid (oAt s
AT |

(2) STt 1S araed 3u-fAEw (1) % et g qrfgeRry gy fRu au sy § srfve 2, v
AT AT T T8 & A o 3 H1aT 39 T AT AT T G 3T a8 HLHIL, THT ST 6 TET ST4T
g ATAAF THHA, AT GAATS T AGEL TG HLA 6 THT, STAT qg 3o THE <L IR HT Tl T1”;

(1) s 66% & T, Meferted A sia:etud BT s, st —

“66W. TH W % AT ATaeF FT AT —

(1) = 97 % Fefie Af IS =Af<F TaF a7 ST A | AT o AR, AaaH GrHeH, AT SATAT, IT T g0
TEATAST AT SATAHTLL 3 T ST TTAT STAT &, qT ATSH G TTEHTL G HIL0T a1 T FATEL 3 o6 T
FIEON o o0 g Sraerer o ST &, S UHT srater & forw, ST ag St=a awe, Taatid (ohaT ST T |

(2) STET #T sas® IT-FAa (1) F o1efiT ArH T wfgwrT g &G T e ¥ =5tiq g, var
AT AT T TTH & 9 (& F T 39 qEEh &l TN HT HAT AT A TLHTL, UHT ST oh T ST
g AELTF THA, 3T AT T SAAHL TG FIA 6 THT, STAT qg o THA A9 TTT FHT TRt

(=) = 84 & weaTq, Meferiaa fFae siq:eamfua B o, st —

“847. TH T & TN AT T TS| —

(1) =7 AT % 7efie 7f3 FI =Af<F T a7 ITHAT AR F FIE 7 T, ATIaF G, AT ST, AT T g0
TEATAS AT SAEHTET I FT QYT TIAT STAT &, TT T ATSH G SATHIGT TR AT ATSH AT TTTErhTr
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T 0T AATH T ATHL & o TAT FHRUT % (0 S crgarer 6 ST 9o, 39 UHT srate & forg, SEm
g I TW=, TIatord oRaT ST HehT |

(2) STET T =maeF -9 (1) F T ATSHART TEFET 37T 37 10 sneer & =A% g, v
ST AT T TTTH | 1 fa7 & a2 37 T A7 T HT G731 T TR, THT ST 6 T ST
g AELTF THH, 3T AT T SAGHL TG FIA 6 THT, AT qg Sroq THA AL TTT FHT TR

(%) =+ 93 & T, Rferiaa Mo sia-eamtaa BT STosT, sted: —
“Q3%. TH I o T ATAEH T FAqAA| —

(1) = 9T & refi T F$ =af<r @ o7 36T ST F FIE 77 Afeh, AT 9, AT SATAT, AT T2 g0
FTEATAS AT TN S FT YT TTIT SITAT &, TT HG T ATSHIET STAHET TR JT ATSH G TTTerhTr
ETXT 0T FATT T SAGEL e 6 TETA HILON 6 (0 Sreg, r@aer 7T 1 96, 39 UHT stafed & forg, SEr
g It THEA, AqATSNT (R AT ST FReTT |

(2) STt #Is e IU-fAFw (1) F srefir e wrter g f{iw o sreer & =af9 8, vew
AT AT T TTH & A9 (& F 1T 39 GEE il T FT T ST q TLHTL, THT ST o6 THT ST
T AELTF THA, 3T TS T ATHL TG FIA 6 THT, AT A2 o THA A< TTT FHT Tl

(=) R 1229 & % weaq, et e siafod e S, st —

“122 7 @ . TH AT % AT I(< Hls ATh & IT 391 AL Fils A AT<h, AdH ITHE, AT
STTEAt, AT M g EATAST AT SATHAHTLT & T YT ITAT ST &, q7 ATSHERT STeeRTl G127 10T adre &l
SAHT I F THT F (10 Sreg, argarer fOmam <1 519, 38 Ut srafer o forw, s ag sf=a awEr, satsq
o ST o

(2) STET ®T sas® IT-FaT (1) F erefiT ArA R Wit gy &G T e F =5t3q g, vEr
ATE QLT T T & T QAT % HIaE 3T TEHT Hl AT HT T 3T a8 ALHIE, THT S[4 6 THT]
ST A8 SA9TF THE, 3T AATS HT TqGL T&TH H & THT, SAT a8 ITod THE AT TTRT FT qohe [

”,
2
(e N anN o

(@) F=w 1227 & wearq, Feaforfaa Faw siaeaiea G s, seiq -

“1229T TH T & A S FT AT —

(1) TH AT % el AT AT ATE TGF AT ITHHT A F FIE o AT<h, AGaH ATHE, AT SATeAT, AT T g0
FTEITAS AT SATAHRTLEL I FT ST IIIT ST 8, AT H5 1T ATSH T ATHEAT TTIAF T AT T TTIAFTET
ZTRT 0T FATT T SAEL 3 o THT HILON 6 (0 Sieg, r@eer 7T SI1 96, 39 UHT stafe & forg, SEr
g ST T, TIatSTd hIT ST HhT |

(2) STET F1E araes SU-fAaw (1) F s Ard T srfgerr g U au srder & =iy g, v
ATeE AT T T & 9 & F ia 39 avE &7 TN FT HaT S qg TLHT, UHT ST oh T ST
g AELTF THA, 3T AT T SAAHL TG FIA 6 THT, STAT qg o THA AL TTT FHT TRl

(37) =9 150% & TeaTq, Meferiad R s o Sros, s —
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“150T, TH W = el Arasa &7 (Iaoi| —

(1) = 0T % Fefie A( IS ATE TaF 7 36T AR Al o AR, AGaH G0, AT AT, T T g0
FTEITAS AT SATAHRTELT I FT T IIIT ST 2, AT A5 1T ATSH T SATHIET TTTAF T ATSH AT TS
T 10T AT T ATHL & o TAT FRUT % (0 S cgarer 6w ST 9o, 39 UHT srate & forg, SEm
g I T, TIatord oRaT ST HehT |

(2) STET T =maF IU-F99 (1) F T ATSHART T 31T 37 10 sneer & = g, o
ST AT T ITTH | A1 fa7 & Fiae 37 T A7 T FT G0 ST T TLRIL, UHT ST 6 T ST
g AELTF THA, 3T AT T SAGHL TG FIA 6 THT, AT qg Sroq TH AL ITT FHT TRl

[T, /. TF.11014/07/2025-1317]

foroqur: sfafer R, 1945 Toror ® srfarg=eT wear v, 28-10/45T=(1), arira 21 fHaw, 1945 greT

STERTTATA oA ST 9T 3T STteg=eT wear a1.a1.4. 607 (37), are 8 JaTs, 2026 g1 Afaw gerred &
AT AT

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 30th July, 2026

G.S.R. 706(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. 756 (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;

Whereas, copies of the said Gazette were made available to the public on the 28 October, 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 sections 12 and 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. (i) These rules may be called the Drugs (Eleventh Amendment) Rules, 2026.
(i1) These rules shall come into force on the date of their publication in the Official Gazette.

2. In the Drugs Rules, 1945, —
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(a) under rule 2, after sub-rule (b), the following sub-rule shall be inserted, namely: —

‘(bb) “debarment” means the prohibition, exclusion, or disqualification of any person, firm, or entity from
engaging in the import of drugs, manufacture for sale or for distribution, sell, stock or exhibit or offer for sale,
or distribute, for a specified period or permanently as a consequence to the violation of statutory provisions;’;

(b) after rule 29A, the following rule shall be inserted, namely: —

“29B. Debarment of applicant under this Part. — (1) Whoever himself or, any other person on his behalf, or
applicant is found to be guilty of submitting misleading, or fake, or fabricated documents or information under
this part, may, after giving him an opportunity to show cause as to why such an order should not be made, in
writing, stating the reasons thereof, be debarred by the Licensing Authority for such period as may be deemed
fit.

(2) Where an applicant is aggrieved by an order made by the Licensing Authority under sub-rule (1), such
applicant may, within thirty days from the receipt of the order, make an appeal to that Government and that
Government, may, after such enquiry as it considers necessary, and after affording an opportunity of being
heard, pass such orders as may be considered appropriate.”;

(c) after rule 66A, the following rule shall be inserted, namely: —

“66B. Debarment of applicant under this Part. — (1) Whoever himself or, any other person on his behalf, or
applicant is found to be guilty of submitting misleading, or fake, or fabricated documents or information under
this part, may, after giving him an opportunity to show cause as to why such an order should not be made, in
writing, stating the reasons thereof, be debarred by the Licensing Authority for such period as may be deemed
fit.

(2) Where an applicant is aggrieved by an order made by the Licensing Authority under sub-rule (1), such
applicant may, within thirty days from the receipt of the order, make an appeal to that Government and that
Government, may, after such enquiry as it considers necessary, and after affording an opportunity of being
heard, pass such orders as may be considered appropriate.”;

(d) after rule 84E, the following rule shall be inserted, namely: —

“84F. Debarment of applicant under this Part. — (1) Whoever himself or, any other person on his behalf, or
applicant is found to be guilty of submitting misleading, or fake, or fabricated documents or information under
this part, may, after giving him an opportunity to show cause as to why such an order should not be made, in
writing, stating the reasons thereof, be debarred by the Central Licensing Approving Authority or Licencing
Authority for such period as may be deemed fit.

(2) Where an applicant is aggrieved by an order made by the Central Licensing Approving Authority or
Licencing Authority under sub-rule (1), such applicant may, within thirty days from the receipt of the order,
make an appeal to that Government and that Government, may, after such enquiry as it considers necessary,
and after affording an opportunity of being heard, pass such orders as may be considered appropriate.”;

(e) after rule 93, the following rule shall be inserted, namely: —

“93A. Debarment of applicant under this Part. — (1) Whoever himself or, any other person on his behalf,
or applicant is found to be guilty of submitting misleading, or fake, or fabricated documents or information
under this part, may, after giving him an opportunity to show cause as to why such an order should not be
made, in writing, stating the reasons thereof, be debarred by the Central Licensing Approving Authority or
Licencing Authority for such period as may be deemed fit.

(2) Where an applicant is aggrieved by an order made by the Central Licensing Approving Authority or
Licencing Authority under sub-rule (1), such applicant may, within thirty days from the receipt of the order,
make an appeal to that Government and that Government, may, after such enquiry as it considers necessary,
and after affording an opportunity of being heard, pass such orders as may be considered appropriate.”;
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(f) after rule 122DB, the following rule shall be inserted, namely: —

“122 DBA. Debarment of applicant under this Part. — Whoever himself or, any other person on his behalf,
or applicant is found to be guilty of submitting misleading, or fake, or fabricated documents or information
under this part, may, after giving him an opportunity to show cause as to why such an order should not be
made, in writing, stating the reasons thereof, be debarred by the Licencing Authority for such period as may
be deemed fit.”;

(g) after rule 122P, the following rule shall be inserted, namely: —

“122Q. Debarment of applicant under this Part. — (1) Whoever himself or, any other person on his behalf,
or applicant is found to be guilty of submitting misleading, or fake, or fabricated documents or information
under this part, may, after giving him an opportunity to show cause as to why such an order should not be
made, in writing, stating the reasons thereof, be debarred by the Central Licensing Approving Authority or
Licencing Authority for such period as may be deemed fit.

(2) Where an applicant is aggrieved by an order made by the Central Licensing Approving Authority or
Licencing Authority under sub-rule (1), such applicant may, within thirty days from the receipt of the order,
make an appeal to that Government and that Government, may, after such enquiry as it considers necessary,
and after affording an opportunity of being heard, pass such orders as may be considered appropriate.”;

(h) after rule 150K, the following rule shall be inserted, namely: —

“150L. Debarment of applicant under this Part. — (1) Whoever himself or, any other person on his behalf,
or applicant is found to be guilty of submitting misleading, or fake, or fabricated documents or information
under this part, may, after giving him an opportunity to show cause as to why such an order should not be
made, in writing, stating the reasons thereof, be debarred by the Central Licensing Approving Authority or
Licencing Authority for such period as may be deemed fit.

(2) Where an applicant is aggrieved by an order made by the Central Licensing Approving Authority or
Licencing Authority under sub-rule (1), such applicant may, within thirty days from the receipt of the order,
make an appeal to that Government and that Government, may, after such enquiry as it considers necessary,
and after affording an opportunity of being heard, pass such orders as may be considered appropriate.”.

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

Note: The Drugs Rules, 1945 were published in the Official Gazette vide notification No. F. 28-10/45H(1), dated the 21st December,
1945 and last amended vide notification number G.S.R. 607(E), dated the 8th July, 2026.
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