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No. 94] NEW DELHI, TUESDAY, FEBRUARY 11, 2025/MAGHA 22, 1946

ey 3 TRA FedTor §ITEy
(TaTe= S aRET Fwearor fasm)

g

T2 feett, 11 w2asT, 2025

arFLF. 127(30).—ufd sie yaras araft sfafaaa, 1940 (1940 &1 23) &t amr 12 #ir
ITLTT (1) T & 33 FT ITATT (1) F e 747 srufera sifer Mawmastt, 1945 ¥ i Homes &34 &
foro s A=t 1 YT, TR F TSI, STETLT, 9 1, @€ 3, 37 9% (1) aTw 4 Seady, 2025 F
AT TEHT, TTEA 3T TRAT FATT §AAT (FATET 3T IRE FedTor e it sfeg=eT d@ear
ATAL 10 (31) ST TR FRAT 3T o, ST SH& TATET g aTel §9TeT SRR &, I ATag=ar &
AATAE FXA ATAT TSI Al T(AFT STAAT ol TS FIT ST 0l qTrE | 7 &A1 6t 7afer & saam F @
AT S AT AT 7T T 9, 37, ITH TSI T T(AAT 4 TFar, 2025 T STFdT Fl ITASH FATS T2
off;

ST FET ALHE G 36 T FIHT 6 Faegr § a7 & T ey o gearai ¢ F=me Far
T E,

I 3T e 3T sETee Ay srfarfRay 1940, (1940 =T 23) Fi &m=T 12 i< 4T 33 T Ya T
QITRAT T TN XA gU, Fal T GLTE, TH T2 9= F7d gU & siiog Taeienl aegsie ars a1 q2rHet
I ATARTH F ITST % SATATE GO, SAofer (Ferrerd) Faw 2023 # &7 dengs w2 & forw At
[EREEEICIEACRICES
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1. ST AT S W - (1) =9 et &7 \@fery ar safer gemrae e, 2025 2

2.

) T TSI § 3ok TRT T TG T TId G|
Arfer (emrae) e, 2023 § fAgw 6 6, Aot #, w9 (2) F stefiq ‘o o wegw fafamtar
are A wfaf® #§ vz et F wwrew i e & 12 99 osat & aera At wgE
e ETioa o ST, Sret-
g A o6 1 AT T FE H B SAaq ATl o 377 weAw FHHtar #reaad & o au-tr
H fAeare &t AT ¥ TR & 3T 39 YA & O 2| sfe=ET o wehTer it a3 7I 6
At % daT S9A A ToAT qied, TH ATSGAAT F AT IUEG TET F OH HR T qAqAH
SAHTEA ATTEHTOT &7 Sfrdad AT g o UF fafawtiarett % forg srateaas f aua-=iar 31
fawraw, 2025 T F@Te ST

[T, 5. T, 11014/2/2017-Sr3mud]
TSI FTLTA, AT (ATTA)

EASEIED

sirafer A, 1945 HY sIqg=I-3 & srefie qiferg Saw fafAwtor ggfadt & siqumae & aag-fAea &

AT F [T e
#.9. LK ST
1. fFwtar &1 9 sfiT gar
2. AT (Y s 2023-7T 24)
Teft =1 # SAqATH FT AT
i S "
i.  fEfemTear
3. ST STTATT
4 7 g Ty wwed f saw fAfRwtr agftei/emiegfera
IqTE HT OTHTOIS geer T g, afy g r, ar wwrrr
rfermrear
5. FIHAT AT FT AT (ATAEET)
i AT
i.  SUERT
iii.  TARTTHAT IUERT
iv.  T=ET UHY YorTet
v.  SYEIErd
Vi. T FHETE
vii.  gorEe
viil. I

qterd a9 AT 9Efadt F S & o (79 g, 5 1%
FHAT & AT F AT AZA) 31.03.2025 T AT THA A
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9% I ATAT ATSTAT AT T

7 FuTed & forw stafera a9 e
(1 ST=<t 2026 T 3T 721)

8. T & forw srferg awer & sif=rer

ERCCE]
# 799 <ar g T #9 FEAT F7 Feewor #2 OFr g 7947 7 SAeEd it aEE § T 46 F Sae 3e9aT
AT T T TEATT FLAT § TAT S92 FH &, 7 § &G AT o ST AAGAT-S ol TALITETT STTEATSAT 7
AT FLAT g

g :
T .
EASULETAS
(e /ATEaT/FaTH I /ITTeEa geareaa<ahar)
feoqor : o1 e, Trsroer / srferEeT et anan AL 922 (31), ae 28 Ty, 2023 T TEie 6
T |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 11th February, 2025

G.S.R. 127(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. 10(E), dated the 4™ January, 2025, published in the Gazette of India,
Extraordinary, Part 11, Section 3, Sub-section (i), inviting objections and suggestions from persons likely to be affected
thereby, before the expiry of a period of seven days from the date on which the copies of the Official Gazette
containing the said notification were made available to the public;

And whereas, copies of the said Official Gazette were made available to the public on 04" January, 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 Drugs and Cosmetics Act,
1940 (23 of 1940), with the consideration that consultation with Drugs Technical Advisory Board shall be held as per
the provisions of the said Act, the Central Government hereby makes the following rules, further to amend the Drugs
(Amendment) Rules, 2023, namely:-

1. Short title and Commencement:- (1) These rules may be called the Drugs Amendment Rules, 2025.
(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the Drugs (Amendment) Rules, 2023, in rule 6, in the Table, in the entry against ‘Small and Medium
manufacturers’, under column (2) after the words “Twelve months from the date of publication of these rules”, the
following proviso shall be inserted, namely :-

“Provided that the small and medium manufacturers with turnover less than two hundred and fifty crores may
seek extension of the timeline for implementation and for that purpose shall make an application to the Central
Licence Approving Authority in Form ‘A’ annexed to this notification, within a period of three months from the date
of publication of this notification, along with a plan of upgradation and for such manufacturers, the timeline for
implementation shall be extended till 31% day of December, 2025”.

[F. No. X.11014/2/2017-DRS]
RAJIV WADHAWAN, Adviser (Cost)
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FORM A

Application for seeking extension of compliance with Revised Good Manufacturing Practices (GMP) under
Schedule-M of the Drugs Rules, 1945

SI.No. Item Details
1. Name and address of the manufacturer
2 Turnover (year April,2023-Mar ch, 2024 )
3 Details of the licence in all forms,-

Q) Licence number

@iy  Validity
3 Sections held
4 Whether holding World Health Organisation Good

Manufacturing Practices (WHO-GMP)/Certificate of
Pharmaceutical Product (CoPP), If yes, the validity of the
certificate

5 Details of gap analysis (section wise)
0] Plant,
(i) Equipment,
(iii) Lab equipment
(iv) HVAC system,
(v)  Utilities,
(vi)  Technical staff,

(vii) Documentation

(viii) Others

6 Plan or strategy for compliance with the revised GMP (item
wise as per the gap analysis at SI. No. 5) Starting on or before
31.03.2025

7. Extension of time required for compliance

(not beyond 31st day of December, 2025)

8 Justification of the time required for compliance

Undertaking

| undertake that | have carried out the gap analysis and propose to initiate upgradation within three months from the
date of this application and comply with the revised Schedule-M requirements as per the plan submitted at Sl.no.6.
above.

Date:

Place: Signature

(Director/Partner/Proprietor/Authorised Signatory)

Footnote : The Principal rules were published on the Official Gazette vide notification number G.S.R. 922(E),
dated the 28" December, 2023.
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