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No. 10] NEW DELHI, SATURDAY, JANUARY 4, 2025/PAUSHA 14, 1946
e i 9RER e JAre g
(FaTe i gfREmR Fearr faem)

% feedt, 4 S9adY, 2025

ar.anA. 10(37).— Stats sirwfer i samer araft srfafRae, 1940 (1940 7 23) it gy 12 #it
ITLTT (1) < &mer 33 FY Iuemr (1) F srefi= 7am srafera, siwfer fam, 1945 Fr 9ea 9L F @reey
T TRET FETOT GATAT (FATESA 37T TIETE Fegror faamr) &t fawier 28 feawaw, 2023 # srfgrg=mT dear
Tt 922 (31), o 9 F T s|TaTn, 9 |, g@ve 3, suave (i) # RFTw 5 ST, 2024 #:r
SeRTTRIT f3haT 1T, greT Jerrtera sie wehtfeva f3ha am am

Sefeh, 250 FIAAS TIT T ITF FH ATIREA (SHAER) T FIe < 7eaq fafaatarsit F dea &
TTALTAT o FIATAAT gq TTLE Helo i THA-HHT YT &f T A, ST ofter g7 a7 g At gl

3T, fatsra SradT & <0 G9a-HAT 1 98 & [T 3 T¥IT98T 9TH gU 3, AT o Ud HedH &<
 fafamTar Fentad SgeE=1-Ud & TTaeT=l 7 a1 T qehl

139 GI/2025 @))]
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o, gafory, srafer i yamas arft srfaffam, 1940 (1940 &1 23) Y g 12 #i% 13 gy 92«
orfRFart T YR e g, 39 farder afga fF shufer aadir gemgeame a1 F arer et F srEe aamses
T T ST, s wE # foATE 28 fawaw, 2023 i srferg=ar wear an.an. . 922 (1) Fr genfed
T ZTET &

Tg YT ATeE=AT 37 FT 3Rt it st 3 forw werrfara f STt &, ek 308 yafea g
& AT §, TAT T A7 & off 7T g 5 I wrew stfrg=ar A, 97 arfm & e artg #° yrew
Fferg=aT "gaeht e o Teras it TfT SHar v SUese w77 4T St g, F 97 =27 ¥ srafy a6 g 0w
7 39% gITa fA=e B sroem

3T sty F 2 T fF =fer & wre srafrt s geEt u% e ' gy EE G sroem
srafrat s gaTe, T 015 g, srax afye (@frwfe), w=reey @i ofEr wearr #=3re, 9 g5, FA
7. 414 ©, <1 &, fAmior swa=, 72 feesft - 110011 ¥ 99 92 37 drugsdiv-mohfw@nic.in 9% $-8e1 T 9
" &;

I Aferg=AT |, 7w 6 &, groft F Fterw (2) &, @ T weaw Afawtarst F ama £ vfafe #,
"5 FRt 3 werer it aE & areg wel” oreat % vara, Fefafad awiqE st frar s, sefs-

"oig I8 T T &6 99T FwE AT I FH ATIREG (SHAER) 9T Fie iR qeaw fffwmtar

Frataa % forg aug-Himr § fear #1 [aeT #3967 § o 59 3297 ¥ oo o3 afagear &

TRTe Y AT & i g Y st ¥ sfiqT, I e Ao qfEd 57 St 98 Wi

T H FAT ATIHH SAHTE TTIEHTOT F THE A2 HLAT T U FfAwtarst F forg st

FT FHF-HAT 31 fREaw, 2025 9% qr & S

[T, &, T, 11014/2/2017-Fremzw)
TEMF FGTAA, AATERL (ATT)

T
Aty =, 1945 FF FAEHT-UR F Tgad dentara Shuadt & srqured % fawa F o smaea
FH HEAT g IEEEAUI
1. fAwtaT %1 919 % gar
2 SATYIRIES (ZHaa%) (TF 2023-AT 24)
3 Tft =97 § FreEE 7 faa,
® TIHH A,
® Far
TRTT e
4 =T WHO GMP / COPP %ITTUTWT%
g gf, a1 THTOT O it Ferar
5 sfrodt fraoor #:71 faeor (@sa)
® THEE
®  IUEIW,
®  TATTITAT IUFIL
o  u=efruft yurrehy,

v



[9TT II—@ve 3(i)] T T (ST STETETIT 3

JISTAT/TOT (THTS B 3ax fAgor &
FHR AeaR| "&4T15) 31.03.2025 ¥
RIEEERERESS

7. FITA & [T STEeTsh AT T fAeame
(1 ST 2026 & srfar 7g)

8 ATITAR & {oIT Sa9ah q9 F7 qi=er

EECRE
H F99 T g 1% 84 19 gATterres T 8 oY =9 srae i arie ¥ A9 g2 F fiae ke 9F w1
T Y= AT 8 3T 39 SL. No. 6 H T&qa AT o JETT HOMAd ST 1-UH Araedhdrsil HT I
[ERIE

IEGIED
T
FEATER

(FRreere/STfRT/ATTor /ST farFa geaTer<ehdT)

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 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. 922 (E), dated the 28" December,2023, published in the Gazette of India Extraordinary, Part II, Section
3, Sub-section (i) dated the 5™ 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 28%
December, 2023.

The draft notification is hercby 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 - 110011 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 31 December, 2025.”

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

RAJIV WADHAWAN, Adviser (Cost).
FORM A
Application for grant of extension of compliance with Revised GMP under Schedule-M of the Drugs
Rules, 1945

S.No. Item Details
I Name and address of the manufacturer
2 Turnover (year Apr 2023-Mar 24 )

3 Details of the licence in all forms,
e licence no,
e validity

3 Sections held

4 Whether holding WHO GMP/CoPP

If yes, the validity of the certificate

5 Details of gap analysis (scction wise)

e Plant,

e cquipment,

e Lab equipment

e HVAC system,

e utilities,

e  Technical staff,

e documentation

e others

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

7. Extension of time required for compliance

(not beyond 1% Jan 2026)

8 Justification of the time required for compliance

Undertakin
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 submitted at
S1. No. 6. above.

Date:
Place: Signature

(Director/Partner/Proprietor/Authorised Signatory)

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054. fhen™ =




