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nrm3#tqftvTt%wwr+qrqq
(mm BN qftvn qwmfhrFr)

v&M
# Wt, 4 WHa, 2025

vr. vr.f+. 10(v).– RTf+ m& BiT vvrTR WPTtft gfbfbFT, 1940 (1940 Tr 23) +t Fra 12 #t
aura (1) aT urn 33 +t mHra (1) + g8ftT Tvr B&faT, 3jqf# fhFT, 1945 qt Tru TTFR + HRH
3hqftTU WgN +Tr@ (mrFq 3iTqftqn®Tmf+vFr) #tfhTtq 28 ftn©, 2023 #t gf%gmT+Bn

Tr.vr.fl. 922 (v), fa+ TNT + nTH @Truwr, VFr II, wv 3, WWT (i) + f+ItV 5 WTt, 2024 qt

V%Tfql7 fM Tvr, Tra +qftfbv at y%Tfim fhm vr %rl

mf%, 250 vttg VIi qr aIr& %v @nnTq+ (aMIn) qT& gtI Bit vtvv f+fhTf7Tqt + ++u +

Vn8Tqt +qB+@mia VTR v{R gt mg+thu vrn#tTT{=ft,qtqftvft vqra§t+qTT8 el

3it,f+fq7tRr3qt +qnvqq-#hrTqtq5TIbf+Tq{ WWT+qXWm€V{,TTf+@! v+ v&vw mr
+ f+f+ifaT +qftfbv ©lqgt-v + vrq8Tqt vr glqT©q vt +1%I
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m, TIf+q 3jqf#3#TTTrTRRTWft ©fbfhIT, 1940 (1940 vr 23) +t urn 12 aT 13€rTrvqT

qTfbft vr wihr qa gT, TV fh+qT tIf# f+ 3tqf# m+tO WVTwn gti + vrq Vm8Tqt # #wTt qTqqf

$ftfbn VTRTIT, %rn€H©rftTtq 28 ft+n, 2023 qt #f%qVqT +wr Tr.vr.f+. 922 (#) #t#qftfb7 ga
Tr HRT it

qx vrvqgf%vqT3aB-R%f#ft#tvTqqrft bfRv V%Tf+m4tVTfte,fRqqITi+VVTfqa§t+

#t+vrqn{,aqr qT qvvTft#tvrdt{f+3nq®q gf%InT qt,3QaT{t©&f+vaTft©#vr©q
#f#NSa +##tvrm+tMn#tvf+vqar qt3q®%%a€tqTft {,+vrafjq#t©vf#vwa8lw
Tr wi+q%mf8vTtfbrTqTITTrTt

339qf##arTTf+ft$ft®f%+waqnd+it3itwrTqtqt inn+n£raf%vnfiwwIITTrTt
gmfbrt3NqzT4, qfjqt{gt, #n wfM (3jqf#), vr@v3jtqftqn@qwr+qrqq, VEra vtvn, vvtr
t. 414 T, ft f+T, fhrhr vm, + Mt - 11001 1 + q& w vr drugsdiv-mohM@nic.in n ++q ft %

7n BIt%qvQr +, fhnr 6 +, wwft#vtqq (2) +, al at qE7q ftfblimit tvr# # vflft +,

"7qfbnft%vrrqm#t7Tft© + gRT @’ qrqt bq'am, ft%f+f87qtqq#a:wrTf+7f#n©TTTn, WIfI:-

"Hq 46 ft a t+ nrg mIg qr mr& %v amTrTq{ (zfqtqr) +T& de at qt7q fqfhitar

gmbwm+f+qvvv+fM+ftmt zr f+M%tag+ esh av3iqv tf+q TV vf#qvn qT

%Hm #tTTft©+dtV#+#tgqf#+$ft7t,3q#t3vq+ft©n vffalvgfqwv&Itv#
'v +#fhqT!+Vgj=rtqq nf#var % vv% mMVwn§hrTI q+f+fbrfaTqt+fRq mbvm
+t Tm-gbR 31 ft+n, 2025 m vcr a dTI'Tftt"

[Fr. q. RW. 11014/2/20 17-{tvrW]

TTfTV 4Unq, WTHTH (7Fr7)

%FiT

3jqf# fhm, 1945 gt #Iq#aT + w +qftfbT dtT'ntt + VITm + f+Tan % fM BiT%of

RqPrzqTwr TT

1 f+TtaT viiH-md
-TFRTqf (z+Mi--2
II*ft @il+vr3qvrrfjqvr,
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•

3

4

5

HR WHO GMP / coma
vfl €t,atqvrqqq #It gm
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•

• aHl+t+t WfqTft

•

•

+qftf#7 dtIT=Nt # #Itnqq % fRq
(RmTq + +m f+ gwr %

HETR TKqRI fwr5) 31.03.2025 qt
uni+qB&q
g!=rTuq+f+q©rqq7%vqq+rf+t€Tt
(1 WTqft 2026 + Hfbq dt)

©!=rTaq qf+q ©rqqv6vqq vr afM

TTTq7
+qmtTT€f%t+$rqqTf+f#vf#nj3tr TQ ntU#taTft©#dhq{R+Htm wrBw+q®qt+
vr wmv fMIT # #! =n SL. No. 6 + wga fhm + WJVT? +qftfb7 gHg+-V ©rqq7%m:# vr ww
fbIT el

Ddi q:

wrrT:

6FTTHr(

(fRkerB/VFftmqTfRH/gf%jT ®TWtqaf)

MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health and Family Welfare)
NOTIFICATION

New Delhi, the 4th January, 2025

G.S.R. 10(E).–Whereas the Drugs Rules, 1945, were amended and 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 1 940), 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. 922 (E), dated the 28lh December,2023, published in the Gazette of India Extraordinary, Part II, Section
3, Sub-section (i) dated the 5th January, 2024.

Whereas, the timeline of twelve months was provided for implementation of the provisions in respect of small
and medium manufacturers having turnover of Rupees 250 crores or less which is expiring shortly

And several representations have been received from various associations to extend this timeline to enable
small and medium scale manufactures to comply with the provisions of revised Schedule M

Now, therefore, in exercise of the powers conferred by sections 12 and 13 of the Drugs and Cosmetics Act,
1940 (23 of 1940), with consideration that consultation with Drugs Technical Advisory Board shall be held as per the
provisions, the Central Government intends to amend the notification number G.S.R. 922(E) dated the 28th
December, 2023 .

The draft notification is hereby published for information of all persons likely to be affected thereby, and notice
is hereby given that said draft notification will be taken into consideration on or after the expiry of a period of seven

days from the date on which copy of the Official Gazette of India containing the draft notification is made available to
the public.
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Objections and suggestions which may be received from any person within the aforesaid period 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.414 A, D Wing, Nirman Bhawan,
New Delhi - 11001 1 or e-mailed at drugsdiv-mohfw@nic.in;

In the said notification, in rule 6, in the Table, in column (2), in the entry against Small and Medium
manufacturers, 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 of or 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 the plan of upgradation. For such manufacturers the
timeline for implementation shall be extended till 3 ls1 December, 2025.”

FORM A
Application for grant of extension of compliance with Revised GMP under Schedule-M of the Drugs

Rules. 1945
S.No

1.

Undertaking
I undertake that I 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 submittcd at
Sl. No. 6. above.

Date :

Place:

[F. No. X. 11014/2/2017-DRS]

RAJIV WADHAWAN, Adviser (Cost).

DetailsItem
Name and address of the manufacturer
Turnover (year Aor 2023-Mar 24 )
Details of the licence in all forms,

licence no,
validit

•

•

Sections held

Whether holding WHO GMP/CoPP
If yes, the validity of the certificate

Details of gap analysis (section wise)
Plant,e

equrprnent,

Lab equipment
HVAC system,
utilities,
Technical staff,
documentation
others•

Plan/strategy for compliance with the revised GMP (item wise
as per the gap analysis at sI. No.5) Starting on or before
3 1.03.2025

Extension of time required for compliance
not beyond 1 “ Jan 2026)

Justification of the time required for compliance

Signature

(Director/Partner/Proprietor/Authorised Signatory)
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