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ey 3 TRAT™ Fedmor §ETey
(FaTeey iR g weamr )

I LT
7% feelt, 9 weady, 2022

FT.AT. 553(A).—HI0T T H Ffae-19 HEHRT HT T g, Sah TRomHEasT @aars e
FAELATAT HHHT, TIRITHAH STET S AT SA11< gt &, reeh ST wifae-19 3fiT Safed TaTl & 37491
AT e % oI 9% Sfofer Iuersy 3 & forw srarq Rufa 3o g1 1 &;

Fal T LR H T THTETE 21 TAT § T FlaS-19 TN % FET IcT= gs rdra et it
AALTFHATAT I T FA & [0 90 SAofe it Iqeregar AHad g, ¥ Ffae-19 THAT HI THATH,
ITATE % forw sirofer &t fosfy = fEawor & foro AfRwior sie e 1 ARt #wr safea § smaeasw
A IR 2;

A A, Fea T TLHRTT OIS ST TETET AR Tfarfa=m, 1940 (1940 =1 23) FT €T 26 FIT
Jad eTRAl FT TART Fd g, iafe fF9m, 1945 s U iy v daras aier ==+, 2019 &
safae ot a1 % gid gu o, FIfae-19 F FT Ica T fefa i sToearsti &1 7 e & forT 3T
SATITE IUed FIW ST 6 FATST | ot ATeg=ar S el g, refid—

(F) =fx #rE =afcr, Frfae-19 F foro Gt sirafer, ST fasht a1 o= % oo G sfasee &g
AETHE T % T g, F AEAIT UF 9S00 A7 TogF ¢ df a8 39 AU & Jar+®
AT & T I=T H1E1-06 & & § AT of T T AT AQTHE G0 & The qHTIT
F AT AT AU AT 7 Farias aiequr [Faw, 2019 F T Feal T ATATIA TTEHRET o
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T HE-23 H FATT TS FIA & 978 9g i i TH1e qraat sterf==a, 1940 (1940

FT1 23) (FF =a# =9 a1 3<% Afaf{aw #7197 8) oY 39 agaq aqrw v F= i &
IS F At UHT feoeht e faaeor g sirafyr % Afawtr va vwew F o safa yew e
ST & forw sirafer R, 1945 % fAaw 69 a1 R 70 =T A= 75 a7 R 75% & qeq,
ST AT HTHAT BT, A0 Sty oY qariHE 9l HeEw, 2019, ¥ sasiq TeT "Hie-06 #
AR TV FA o folT ST STATT % A7 AT F

g & AU sfiufer sfiw deree i a9, 2019 % 9\ 81 & siavid =TT
TSR & U fTuter & AT 6 @-sqA i 6l Taeaahdr, SET 4 3% HaAt & Fa9 83
F dgq Fuferd g, FIfas-19 ¥ Iea s Fufa & e & oo s=fza 8, smeafa grft
T =gfF, ATE T F T THTIA AT T i A7 Aari=a areror Fuw, 2019 F
ST % ATHTT [ ST ST TAT a0 & AT AT Toqd FLd 6 a8 I ATHATT I
gasit

(@) FelT AAATIA ATHIET TR T T ATATIT TTAFRTE, ST AT qHAT 21, & IS T8

2.

AT g7 ATar g o S aAfeafaam sfiw st ff=m, 1945 qur /v siufer sz darvs
areror aw, 2019 F siavia et Suas & SIqare, AUeATsti H7 AT A7 797 g ar
sirafer A9, 1945 & IUEET & FTAR A0 ofd & FAHAT & 9= % forg 39 oad &
T STIATH TR X THhT & [ I AT 6 GGG H 77 ST ST QT+ Treqor =4+,
2019 F FAT Feald ATATIT ATAFET § T&T HIE1-23 F FTATT TT0q FIA & 18 @l
AT GIRT AT Sirafer it faeht i faawor foham srem

TH AT S I ATAAIH F SrefiT aary 7 et [Fgw % &= i 69id 2+ &

ATH |, FHITAS-19 WFTHTT o HILIT Icao AITq Tafa & e % forw smfea ®, ig A9 & eo= 1w
SATERLAAT & ST THATAT BT

3.

Tg AT TSI H THTIE Al arE & Tgd gl
[T, . TFE-11014/02/2020-ST4177H]
TT. AL . HUSTL, HFd qi=a

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 9th February, 2022

S.0. 553(E).—Whereas, there is an outbreak of COVID-19 pandemic throughout India, resulting into
dangerous and opportunist infections, disease like Mucormycosis, etc., due to which emergency has arisen to make
available new drugs for treatment or management of COVID-19 and related diseases;

Whereas, the Central Government is satisfied that making available suitable new drugs is essential to meet
the requirements of emergency arising due to pandemic COVID-19, and in public interest it is necessary and
expedient to regulate the manufacture and stock for sale or distribution of such new drugs for prevention and treatment
of COVID-19 and associated infection;

Now, therefore, notwithstanding anything contained in the Drugs Rules, 1945 and New Drugs and Clinical
Trials Rules, 2019, for the purposes of making available suitable drugs to meet the requirements of emergency arising
due to COVID-19, in exercise of the powers conferred by section 26B of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government, hereby notifies the following, namely:—

(@)

In case a person intends to manufacture and stock a new drug for COVID-19, which is under clinical
trial for marketing authorisation for sale or distribution, then, such person shall have to obtain
permission in Form CT-06 to conduct clinical trial of such drug and on successful completion of the
clinical trial and after obtaining permission in Form CT-23 from the Central Licensing Authority under
the New Drugs and Clinical Trials Rules, 2019, he shall make an application under rule 69 or rule 70A
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or rule 75 or rule 75A of the Drugs Rules, 1945, as the case may be, to the concerned Licensing
Authority appointed by the State Government along with the permission obtained for conducting
clinical trial in Form CT-06 under the New Drugs and Clinical Trials Rules, 2019, for grant of license
to manufacture and stock the drug for sale or distribution under the provisions of the Drugs and
Cosmetics Act, 1940 (23 of 1940) (hereinafter referred to as the said Act) and the rules made
thereunder:

Provided that the requirement of prior permission from the Central Licensing Authority under
rule 81 of the New Drugs and Clinical Trials Rules, 2019 to manufacture the new drug as required
under rule 83 of the said rules shall be deferred in public interest to meet the emergent situation arisen
out of COVID-19 and such person shall obtain the said permission after successful completion of the
clinical trial and submission of application along with fees, data and particulars in accordance with the
provisions of the New Drugs and Clinical Trials Rules, 2019.

(b) The Central License Approving Authority or the State Licensing Authority, as the case may be, if
satisfied that requirements under the provisions of the said Act and the Drugs Rules, 1945 and the New
Drugs and Clinical Trials Rules, 2019 have been complied with, grant License in accordance with the
provisions of the Drugs Rules, 1945 to manufacture and stock the new drug subject to the condition
that the licensee shall sell or distribute the new drug only after obtaining permission for such new drug
in Form CT-23 from the Central Licensing Authority under the New Drugs and Clinical Trials Rules,
2019.

2. In case of any inconsistency between this notification and any rule made under the said Act, the
provisions of this notification shall prevail over such rule in public interest so as to meet the emergency which has
arisen due to COVID-19 pandemic.

3. This order shall come into force on the date of its publication in the Official Gazette.
[F. No. X.11014/02/2020-DRS]
Dr. MANDEEP K BHANDARI, Jt. Secy.

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.  SURENDER Digitally signed by SURENDER

MAHADASAM

MAHADASAM Date: 2022.02.10 13:39:00 +05'30'



		2022-02-10T13:39:00+0530
	SURENDER MAHADASAM




