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Frerferfera e, o eg TeaTe it i s aredy srfarfa=ra, 1940 (1940 1 23) T amer 12
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o StTaT 8 o= =98 wrtad g i S9TEET 8, 3T TagT &4 & STy § 5 3%k werar At
9T 39 qrae 7 9 o i srater f qarty o a1 s v fFE G s, s9 29 geter faat
Tl T % TSI Al TAFT ST T STAH FIT &6 ST 2

SUrEd AFEE safa & fiaw B fF =ate & 9t g areit sraREt S Al 9 Fe
T g1 A= fRaT St

Aot AT gEHATAT, IR A G, F Aok (St FfFEE), e siw aiEw wear
HATAA, AT LRI, FAL "qeaqT 407, T &, [FHior 9o, 7 fGeeii-110011 &7 911 S1 90’ g 37
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g [A99

. (i) = Rt v Sferea e sirafer (... ") e, 2025 2

(ii) T = Trora= § Rt s Y i aE § g g

. gty e, 1945 ¥ e 297 & Taq Mefated Fem siaenfua o s

299, TH AT % A Arags 1 fAesiq

(1) STT TS T3 IT TS 3T STh IHT AL H IT ATAGH G, T Tl T, ITIAES TT AT ST/TAAT
TEQT LA T QYT AT STTAT &, I FHIL0T FATT T TATL & o TATT (oIt § qedae T FIor &l
oo A gU T F UET sraer AT w5 3% st wrfeerh gy vy srafyr F forg o ag
sta awey, et G s

(2) STat 1S srares I (1) % e e Triaery g1y U 0 srer & saforq grar & v
THT ST EF, AL 6T TTTH & A4 (G % HTqE ST TR Tl AU FT T[T ¢ 3T qg TLRIT UHT
ST 3 TG S 9@ 3T FH ST g S FT a9 QU S0 F 7977, AT <97 9T 7
THAT g, ST a8 St=ra 9=

. Sty =W, 1945 ¥ 3w 66%F  Tearq Meferted e siqenfua far smom:

66%. TT W & refiA e #7 fAasi:

(1) STT TS T IT Al T ATh SHD! AR H T ATAEH G, T Thed T, IT TS TT AT/ TAAT
TEQT LA T GMUT AT STTAT &, I HIL0T FATT T TAHL o o TATT foriad § qedae T FIor &7
ool LA gU AT 7 VAT raer 3T S o 39 st steer gy v stafer & forw S ag
ElErkEEREEIECRERIRE Y]

(2) STET #Ts a3 (1) 3 Tl srgarrae Ffarsrry g fau v sraer & ==fq grar g ar
UHT AT EF, AL 6T T S (&A1 % HTa ST TERTE Tl AU FT T[T ¢ 3T T TLRIT THT
S % TETG S a8 3T FHe ST g S F7 a9 QU S0 F 9977, AT SAr<er 9 7
TRAT g, ST a8 St=ra aw=1

. oty e, 1945 § e 84 T & waq Meferfea R siq:eefug o srom:

84, T W % ST smaaa &7 A=

(1) ST TS T3 IT FTS AT ATh IHDT AT F AT SATATH GTHF, AT Tt T, T T2 T TEATAST/LAAT
TEQT A T GMYT AT STTAT &, I FHILT FATT T TTGL 4 o TATT foriad § qaedae T For &7
ool A gU AT 7 UAT raer &3 ST £ 39 st steewr gy v srafer & forw S ag
3T wwE, fAEta BT s

(2) STET #Ts A ST (1) 3 Tl srgarrae FfasrrT g faw v sreer & == {2 grar g ar
THT ATEF, AT T T F S (2T F HTa 3T TERTE il AU FT THhaT ¢ 31T T TR THT
ST % T ST a8 Iad G0 S T ST AT a9 &Y T 6 997, TAT Q9T A HT
TRdT g, ST a8 St=ra aw=1

. siater A, 1945 7 fA=w 93 & wanq Reterted Faw @ wuarfua T smom:

93%. 9 AT & e A< 71 faaw:

(1) ST TS T3 T TS AT Th IHAT AT T AT SATASH GTHE, AT AT, T T2 T TEATAST/LAAT
TEQT LA T QYT AT STTAT &, I FHTLT FATT T TTGL o o TATT oried § qaeare T wTeor &7
oo A gU AT 7 U7 raer T S £ 397 srsmae sieer gy U stater F forw S ag
st gw=, fafSa BT s

(2) STET FE rarash TR (1) F T TTIT TFAFTET F=T 30 70 sraer & =7fa grar g ar
THT TG, AT T T & S 2T F ATq 3T Tt il T FT Tl ¢ 3T T8 TLRIE UHT
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ST % T ST dg Irad G0 S G S AT a9 &Y T 6 997, UAT AT A HT
TRdY g, ST a8 St=ra aw=n

5. sirafer a9, 1945 & F39 1229 & THTq Mefated [a ofd: s Bhar S

1227 . T WHT & N TS &1 f@asie ; ST FIE T4 AT FE 37T ARE ST 3T T a7
AT AT, IT THeAT, TS TT FEATAST/TAAT TEA FHLA T ST 1T ST &, IH BT Faqre
T STTEL I & TATT oI e § el F A7 Ioord Hied gu F1 7 UAT araer o 5o &6 39
SHATIT ST ZT U Srater & forw S ag St o\, Fatsa B s

6. sirafer Fae, 1945 § F=w 1227 % g Mefeted Aem siq: s e s
12297, T T % AT 3maae =t faeoie

(1) STT TS T3 T TS 3T STh IHDT AL H IT ATASH G, T Tl T, ITIAES TT IEqTST/TAAT
TEQT LA T GMUT AT STTAT &, I HILT FATT T TAHL o o TATT fortad § qedael FIor &7
ool A gU AT 7 VAT raer &3 S o 397 st steewr gy v srafer & forw S ag
sta awey, et G s

(2) STET #Ts A ST (1) 3 eI srgarrae wrfasrrY g faw v sreer & == {3 grar g ar
UHT ST a, AL 67 TTTH o S (&A1 HTqE ST TR Tl AU FT T[T ¢ 3T qg TLRIT UHT
ST 3 TG S 9@ 3T FHe ST g S F7 a9 QU S0 F 79477, AT <97 9 7
THAT g, ST a8 St=ra 9=

7. sfwter e, 1945 7 7w 150 = & weanq Metated Faw ofq: suarua T smom:
1503. TH W & (el Ara H1 [aasid ;

(1) STT TS T IT Al T ATh SHD! AR H T ATAEH G, T Thed T, IT TS TT AT/ TAAT
TEQT LA T AMUT AT STTAT &, I FHIL0T FATT T TTGL 4 o TATT fortad § qedae T wIor &7
ool A gU AT 7 UAT raer 3T S o 39 st sieewr gy v srafer & forw S ag
Bk EREEIECREDIRE Y]

(2) STET #iTs a3 (1) 3 Tl srgarrae wfasrry g faw v sraer & == {3 grar g ar
UHT SATEF, AL 6T T q 4 (&A1 % HTa ST TERTE Tl U FT T[T ¢ 3T T TLRIT THT
S 3 TETG S ag 3T FHe ST g S F7 a9 QU S F 999A7q, VAT SAr<er 9 7
TRAT g, ST a8 St=ra aw=1

[FT.5. THF.11014/07/ 2025-517]
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 16™ October, 2025

G.S.R. 756(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
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.
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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 Director (Drugs regulation), Ministry of
Health and Family Welfare, Government of India, Room No. 407, A Wing, Nirman Bhavan, New Delhi - 110011
or emailed at drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (i) These rules may be called the Drugs (...... Amendment) Rules, 2025.
(ii) These rules shall come into force at the time of final publication of the rules in the Official Gazette.
2. Inthe Drugs Rules, 1945, after the rule 29A following rule shall be inserted:
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/ information, 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 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 considered appropriate.

3. Inthe Drugs Rules, 1945, after the rule 66A following rule shall be inserted:
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/ information, 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 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 considered appropriate.

4.  Inthe Drugs Rules, 1945, after the rule 84E following rule shall be inserted:
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/ information, 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 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 considered appropriate.

5. Inthe Drugs Rules, 1945, after the rule 93 following rule shall be inserted:
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/ information, 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 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 considered appropriate.

6. In the Drugs Rules, 1945, after the rule 122DB following rule shall be inserted:

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/ information,
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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 deemed fit.

7. In the Drugs Rules, 1945, after the rule 122P following rule shall be inserted:
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/ information, 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 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 considered appropriate.

8.  Inthe Drugs Rules, 1945, after the rule 150K following rule shall be inserted:
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/ information, 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 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 considered appropriate.

[F.No. X.11014/07/2025-DR]
NIKHIL GAJRAIJ, Jt. Secy.

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