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ararf. 23(%).—=frer gte [aw, 2017 &1 &7 doram w3 % fow sfour F=Er 5
e s, e Fesra R Siafer il TATEHRIT 9IS & T2rqel | Siruter T Jaree arRft
gfarfa=rm, 1940 (23 F 1940) &t =T 12 FT ITTT (1) 37T &1=T 33 FY ITLTT (1) G T ARAT FT

TART FXd gU, THF GIT TATIAT @I ol THTEAT aTel T ATHIT 0l TR o (o0 STHRILAT 6T 1T &
3I¥ TR T AT &f 1t g o6 S Jrew Rt 9% 39 g 7 fqreie foat it srafer qare g 9w a1
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AT ST AT, TS FIE 2T, a7 G qi=a, (Sufer), TreeT T qar e §31ad, J1d
LAY, FAT |, 434, =t &, w00 wa=q, 92 f&eett - 110011 &7 sRfua &7ar SiTo sr=r&ar drugsdiv-
mohfw@gov.in T% T-He T 10|
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1. (1) == =t v Frferear g~ (... gemram) e, 2022 Fgr smom)
(2) T F=w, ST Tk sege fAfAfEe 7 g, Toras § g sifae seprerr ot A v 9Tt g

2. et gfr faw, 2017 &, =W 43 % wamq, Fufafea Faw et B s,
TAT —
“43%. sIgAta &1 RAee qur few— (1) 7t BfRwtar seEr s smara s & G
o AT ATAAH & TordT IUSY @ET =4 Il T 91T A8l #Ar g al ha g AT
STfereRTT ATHHTAT SToaT SataTd w0 FHO aqrar F7 UH Ja9Y ad gl UH <9 T forred
T H HLU T Iool@ Fd gU T TAT S<er 9T 41 7 e {1 sy, [H=H1 & qga Sy 6w &
AT AT, UHT srafer % foro S & ag Swas awE A ar ©f &9 F srerEr iR suwr &
e 9T % "eg ¥ Sae ag gafaa g, Feea #T a9t § Srrar AqAtaeTid i 3% et Iih
% raTd, faet sraraT Aaeor &F T & 39 3 ThaT 8 ST T FR T AGATI AT g
wTtersa fFu 0w srfeary & sufRafa ®, #fs 9t v ¥, sataey sty £ G aq
sroaT sAferfaaw o et Suey srorar 39 Jefie 9910 U At #7976 e § q9q9d W@ g, ar
et gie ol ToadT i &l T2 FT FT A< T Tl 2

i T &S =aftn ST ST ST ITiereweor gy O 30 T sraer F ey g |9 ag

AT ATHIA o0 ST o 19 o o 3iaT sl 3R F 919 T 1% FT 9l 8, AT Fard
TCHRTE 0 HTHA § UHT ST 2 & 91, o ag sfvard ausrdt € o 39 a1e 3<% srfiershat i
TAATS T AAEL o 6 J1G, UHAT LT TR FL TG0l ¢ OF 9 It=a Fa7Adm 2|
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)

NOTIFICATION
New Delhi, the 18th January, 2022

G.S.R. 23(E).—The following draft of certain rules further to amend the Medical Device Rules, 2017,
which the Central Government proposes to make, in exercise of the powers conferred by sub-section (1) of section 12
and sub-section (1) of section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940) and in consultation after
publication with the Drugs Technical Advisory Board, is hereby published for information of all persons likely to be
affected thereby and notice is hereby given that the said draft rules shall be taken into consideration or after the expiry
of a period of forty-five days from the date on which the copies of the Gazette of India these draft rules are made
available to public;

Objections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government;
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Obijections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and
Family Welfare, Government of India, Room No. 434, C Wing, Nirman Bhavan, New Delhi - 110011 or emailed at
drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (1) These rules may be called the Medical Devices (......Amendment) Rules, 2021.

(2) These rules shall, unless specified otherwise, come into force on the date of its final publication in the
Official Gazette.

2. Inthe Medical Devices Rules, 2017, after rule 43, the following rule shall be inserted, namely:—

“43A. Suspension and cancellation of license.— (1) If the manufacturer or licensee fails to comply with any
of the conditions of an import license, or any provisions of the Act and these rules, the Central Licensing
Authority may after giving the manufacturer or licensee an opportunity to show cause why such an order
should not be passed, by an order in writing stating the reasons therefor, cancel a license issued under rules,
or suspend it for such period as it thinks fit either wholly or in respect of any of the part of medical device to
which it relates or direct the licensee to stop import, sale or distribution of the said medical device and,
thereupon, order the destruction of medical device and the stock thereof in presence of officer authorized by
Central Licensing Authority, if in its opinion, the licensee has failed to comply with any of the conditions of
the license or with any provisions of the Act or rules made thereunder:

Provided that a person who is aggrieved by the order passed by the Central Licensing
Authority under this rule may, within thirty days of the serving of the order, may file appeal to the Central
Government, and the Central Government may, after such enquiry into the matter, as it considers necessary
and after giving the said appellant an opportunity for hearing, pass such order as it thinks fit.”.

[F.No.X. 11014/4/2019 -DR]
Dr. MANDEEP K BHANDARI, Jt. Secy.

Note:  The Medical Devices Rules, 2017 was published in the Official Gazette vide notification No. G.S.R. 78(E),
dated 31% January, 2017 and last amended vide notification number G.S.R. ......... (E), dated..............
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