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@y 3R IRATT e qTor W
(FaTeey i aRaT< ST fawm)

% feeetl, 18 WS, 2020

FET. 1511(3T).—STa 1, Fx TLHE GEHT & 4 Flfae-19 HFHET % FT Icq+T gs AdTq et
FT AELITFATAT I T FA o (@ T Al AT ITAeear A g, AT Flfae-19 HHAT 6l THATH,
IT=ETE & forg EeRt it fasht = faer & foro fAfRmtor sie dewor # Bt #war safgd o smaegs
e TR 2;

o, TATTY, g TLHRTL AT S TaTee arast afaf=e, 1940 (1940 T 23) Fit 477 269 5T
TEed QTRAl T AT F3d g0, Ut sfiT woTee arit {9, 1945 i 9u siufer sfiw qarf=s airer
fArw, 2019 & Afga et T2 % arasE, Ffae-19 % FOT I AT (el AT TTeqTelt HF T FA 6
T I &1 IUTed FXTT ST & TATSIT F TAGEIT AT T STTE=T STt HTl &, AT -

F) 3z #rE =afw, Frfee-19 % foro Gl &, S fsft = e & oo oo siese 2 J=rfas
T % e 8, o ATHHIT UF AT 7 Togah g df ag S9 el % AT T & [T FH H1e1-06
F ® T H ATATT o FHT gIIT 3T AQTAE TEA F HF THTIA F 18 3T 70 i 3 qarfea aireqor
91w, 2019 F AT Fra T ATSHIENT TTIEHOT H B HIe-23 F SATHATT TTod FLeA 6 q1F a8 AT 37T
TETA HTHAT sTfAfeEE, 1940 (1940 #7 23) (Rreg Ta+ a1e 36 ey #gr 37 g) ST 39+ dgq
FATT T =T F AT & SRt vt feht ud e g &k ffamior e dew F o ey e
o s & forw sirater sfie smras Al Faw, 1945 % faw 75 a1 (e 75% F siaeta, 9T of 9ren
2, A0 Sirafdr sfiw AT adieror e, 2019, F siata wr HE1-06 | AeTHE 9w w3 % forw e
FAT o AT ATAEH FT
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Forq 36 70 sfwfer i A=rieew Theror R, 2019 F A9 81 % a9Tq Fee i ATSA TR JTierERr
T & F fafawtor £ q@-safa i sraerswar, S fF 3w et e 83 & aga smfea g, #ifae-19
H I sArehiens ofa & Aued & fore S=iRa §, sreria gnft 3 ==f<s, Fariae 93rev & 9% THTIT
T AU A9l &Y qariHeE o e, 2019 F SAqH oF 3T 2T a9T Fawn F Ay e Ted
FEA o FTE IFT ATHIT T FIT

(F) FeeilT ATSHT ATHIEA TTH0r, Tt 9q 8 & 36 Faw i iy s yemae arft Faw, 1945
TAT AU ST e qariaw gLreror 7w, 2019 F Fqta FaTia et  Sqam, TUeATeH FT Aqare
T s & ar sl e swree arnRit e, 1945 % ffaw 68% % aga &k & fAfawior s derr F
o = o F orefie ATSA | YeTT Y gar § T g S (9% fiwte) F gey § AU iy s qarfhw
T W, 2019 % AT Fesd ATSHTENT AT § 69 "H1e1-23 § Jqufa ared Fd % a1 &
AT T Sk Y fashy sfie fAaeor o sramm

2. =9 ATIEEAT Y 3 AtafFaw % saeta s w7 Gl e & = A saeeify g % w7,
FIAE-19 HEWETT F O Iqd AaTq Bafq ¥ Fved & fow sWiga &, oo a9 & == @ =
ATERLHAT & TTALTT THATAT ZiT|

3. T AT TSI H THTI il TG & AR Z0T

[T, /. TF-11014/02/2020-T304]
TT. AT . AUST, HFT d=a

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 18th May, 2020

S.0. 1511(E).—Whereas, the Central Government is satisfied that making available suitable
vaccines 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
vaccines for prevention and treatment of COVID-19 infection;

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

a) In case a person intends to manufacture and stock a vaccine for COVID-19, which is under clinical
trial for marketing authorisation for sale or distribution, then, such person shall have obtained permission in
Form CT-06 to conduct clinical trial of such vaccine 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 75 or rule 75A of the Drugs and
Cosmetics 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 vaccine for sale or
distribution under the provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940)(herein after 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 vaccine 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.
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(b) The Central License Approving Authority may, if satisfied that requirements under the provisions of
the said Act and the Drugs and Cosmetics Rules, 1945 and the New Drugs and Clinical Trials Rules, 2019
have been complied with, grant License in accordance with the provisions of rule 68A of the Drugs and
Cosmetics Rules, 1945 to manufacture and stock the vaccine subject to the condition that the licensee shall
sell or distribute the vaccine only after obtaining permission for such vaccine (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.
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