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g, 302] 7E Reelt, qaare, 7€ 28, 202554 7, 1947
No. 302] NEW DELHI, WEDNESDAY, MAY 28, 2025/JYAISTHA 7, 1947

ey 3T TRET FT91 HA19g
(T ST TRETR Sweqror fawmT)

st
7% feeett, 28 /2, 2025

ar.anA. 345(31).— oy A= 1945 Fr &Y Fenfard w27 & o e et ooty sfiv yomee
arafy srfarfa=rm, 1940 (1940 =7 23) Y & 12 it ITLTT (1) 3 &Tr 33 F¥ ITLTT (1) FTT &< aipat
T TANT 2 GO, ST TS Tl TATgaRTe aTe F THeT & TATq, Aeferiad Rt F 791 #1 geqrtad
T T 8, 7g weter 39 aeft srfhat T SR o forw seRrterd R strar 8, e g9 yartaa ge fr

TATAAT g 3T THE FIT T ATCH [&FT FATAT g il I TTET FIHT 9%, TF ITET [HFAT qTe0 A7 & 19
T TTAAT STHAT FT ITASH FLU AT 6T AT | A1 fa T STafer FHT g 9% I7 396 7e1q o= fFhaw

STTUAIT;
o e srafe & sfaw et ft =afe & s srofi i gamat 9% % 9ehr g o= o
ST,

3469 GI/2025 (1)
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T FIS AT AT GATT &7 AT 39 AT qi=a (Aue), TreeT T TRa Fedm Jrad, qd

AL, FAL GE&AT 545, T &, AT waq, 95 Gee-110011 &7 997 ST "FaT g AT drugsdiv-
mohfw@gov.in T $A AT ST FeRaT 2

2.

3.

Hetar A
(i) =4 fAaret v sirafer (gEeT "@etee) R, 2025 w1 S 9T 2
(i) ¥ FIw et Torae ¥ [FIei F ST T & 99T aEr g0 Wiy R
L
rafer M=, 1945 & aw 1217 % e 9¥ Meferfad Hem giaesroa B ST, serid-

"121A. S RTS TEeifFaa— e fit ST- oA ToTEe g ATEST q@TSt F oA (qEr iy
TETHT % AT ST 36T 47 ST AT F S 37T AT [Aeraeh) 7 S aer uSiei s it S reqar
STgT ST=a ST AqHIed gr, q&T TSI 6l AT % ATET gMT AU TFA AT UESIei -
qTEISe T ST AT 3o |i2ar (Indian Pharmacopeia - |.P.) & ad#TT H&6207 o SqHTT %l
SIS
sirofer e, 1945 #, srqg=T T H:
(@) i 204 F,
(i) sT==2 2 & are, Feferfed sq=ee STTeT SR, 7iq: -
“3. farsht ua merw =afe it e AT § i St (\er srie & am)”
(i) ATTEE FT o IT-9MTUF % A, o 2 F ATE (MHATATET SISt SITUIT, AT —

“2U . FAAATHLT T FeT7 ATk § AT T T & TRaa 6 a1 39 TRadq 6 UF 718
% T STTIA ITTAFRTLT T <A1 g1

oty fFom, 1945 #, =T ‘T H:

(31) I 20eT UF 20TET H, qIEHT i A F AT —
(i) ATEEw &r oat F g 3 (i) § Sfeataa susy F fa™ta, WnT (1) 7, S 6 At
g, EHT SITE:
“(1) T waTet, feret, faeget e e dv-sirweft seurat F fAwtar, st v shufat
FT AEFLTHAT 7 SCATET F THERLIT 2 gral gl”
(i) IULR AW (3T) FT G2 F TATT I & 977, MHerrad asx G 3uae & &7 7
STIE STTO, ST —
‘g oft ITEfaa 8 T T ord 3 a9l sfrafert £ et uv @np 7 gRft, vdmTewitaTe
Sirorfert it Freehe, S o qarat, Hereal, Aeget T o= -sfwefir Icarai & AeAtarst
T AHT ATAT &, Tl UH ICATRT o THERLUT g = STTTEFT ohl AraeTHhdT gl gl”
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@)  wE 21d v 21T ), wreee Y e o s -
(i) =ITaw i oat F g% 4 (i) § Soafaa susa F siata, 9w (1) #:71, s & et
g, ST SITUA:
“() FEATT =T (FTES ST Iahd aqeatd ao), 9 qa7d, Horeat qor o I-siweia Icamat
& [HHTqT, STEl UH STATRT & THERTT g 39 SHUTeT il Saedhal gidl gl”
(i) ITLR AW (3T) T G2 F TATT I & 97, Feferied g fGdhT suag s =0 9
SIS ST, 9T —
"7z off Iuefaa g & 7 ad Gl oft siofer  fesft a2 «np /8t gift, ddmmehiiase
drafat w1 gred, Ife ag foef aaeafa @t (gresiodied a=qeafa ), I3 JaTT,
Tt a9 o= e Scaral & AuTar &7 f7 AT g-, et UH ITATal o THEheoT

& = AT T Aa9qHar aral gl”
5. sty A9, 1945 ¥, sqg=1 ‘T #:
(1) w2057 #,

(i) FT=== 3 are, Mefaed sq=eg ST STuT, JA9q—

“3u, st Uk Terw =xfxn v sfpra At | Y Strosth) ((werw sriReat 7 )

(ii) ‘ATET FT o IT-9f1iF F ST, o 2 F Arg FAweriaa Sy SRy, st -
“20 . AATHETLT T TeTH AT<h | AT dF THT F TREdd 6l a1 39 aRadd & UF

HTE & WA AT ST &l a1 gl
6. oty fAgw, 1945 ¥, sqg=1 ‘T #:
(@) w204 F,

(i) @T=He T ord ITefe & AT o 1 % d1E A rEd STST SR, ST -

“1T. ATATHLTE FT TAH ATE § el 7 T o Gieaad Sl g1, 39 Tadad il farer
H TF {TE % T SATATIT ATTAFRTE T T RO
7. sirofer A, 1945 ®, Sg=T ‘T F Fedle § At gear 5 F ars, Faferfeaa sfafe St
STTORMT, Srie; —
“6. g ‘F (Schedule K) Fit 7 5@ 15 § foataa siofert it Aoft T8 ST+ & iaiid dal
SRl

[T, 7. T, 11014/01/2025-DR]
TS FLTAA, GATgRT (ATT)

Te.— Tt = ATSg=aT 931 UF 28-10/45-1= (1), @ 21 REFET 1945 FIRT SATEETS o=
TERTTAT TR0 1T 9 ST Sifqe e Sfa=eT |9t Stuase 127(2), a@ 11 weadl, 2025, gRT
Tonrtera o 1w o)
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 28th May, 2025

G.S.R. 345(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.

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 Under Secretary (Drugs), Ministry of Health and
Family Welfare, Government of India, Room No. 545, 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 (Second Amendment) Rules, 2025.

(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. Inthe Drugs Rules, 1945, 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 substances) shall comply
with a test for bacterial endotoxins or where justified and authorized, with the test for pyrogens. The test for
Bacterial endotoxins-Pyrogens shall be carried out as per current edition of Indian Pharmacopeia (I.P).”

3. Inthe Drugs Rules, 1945, in Schedule A: -
(a) In Form 20B,
(i). after paragraph 2, the following paragraph shall be inserted, namely: -

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

persons)”

(i1). under the sub-heading ‘Conditions of Licence’, after condition 2, the following shall be inserted, namely: -

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

of such change.”
4. Inthe Drugs Rules, 1945 under SCHEDULE A,
(a) In Form 20-B and Form 20-BB, under the Conditions of License,

(1). Under the proviso to the Condition of License at clause 3 (ii), the part(c), namely, the following shall be
deleted.

“(c) a manufacturer of beverages, confectionary biscuits and other non-medicinal products, where such
drugs are required for processing these products”

(ii). After the proviso with the part (c) so deleted, following words shall be inserted as second proviso,
namely:-

“Provided further that the conditions shall also not apply to the sale of any drug except antimicrobial
drugs to a manufacturer of beverages, confectionary biscuits and other non-medicinal products, where
such drugs are required for processing these product”

(b) In Form 21-B and Form 21-BB, under the Conditions of License,

(1). Under the proviso to the Condition of License at clause 4 (ii), the part(c), namely, the following shall be
deleted.
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“(c) a manufacturer of hydrogenated vegetable oils, beverages, confectionary and other non-medicinal
products, where such drugs are required for processing these products”

(i1). After the proviso with the part (c) so deleted, following words shall be inserted as second proviso,
namely:-

“Provided further that the conditions shall also not apply to the sale of any drug except antimicrobial
drugs to a manufacturer of hydrogenated vegetable oils, beverages, confectionary and other non-
medicinal products, where such drugs are required for processing these product”

5. Inthe Drugs Rules, 1945, in Schedule A: -
(a) In Form 20G,
(i). after paragraph 3, the following paragraph shall be inserted, namely: -

“3A. The sale shall be made under the personal supervision of a competent person. (Name of the competent
persons)”

(i1). under the sub-heading ‘Conditions of Licence’, after condition2, the following shall be inserted, namely: -

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

6. In the Drugs Rules, 1945, in Schedule A: -
(a) In Form 21B,
(i). under the sub-heading ‘Conditions of Licence’, after condition 1, the following shall be inserted, namely: -

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

7. Inthe Drugs Rules, 1945, after entry no. 5 under the foot note of Schedule H, the following entry shall be inserted,
namely: -

“6. Class of drugs mentioned at serial no. 15 of Schedule K shall not be covered under this Schedule.”

[F.No. X.11014/01/2025-DR]
RAJIV WADHAWAN, Adviser (Cost).

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 127 (E), dated the 11th February, 2025.
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