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No. 340] NEW DELHI, WEDNESDAY, MAY 18, 2022/VAISAKHA 28, 1944
ey 3 gRaEr Femr dETeT
(FaTeey 3T aRET< ST fawrm)

T faeet, 18 WS, 2022

ar.&.[. 356(st).—=Thcar Fitw Faw, 2017 FT S Herrgs w3 & forw wtaua ==t #71 9%,
Arafer S AT AT A=A, 1940 (1940 FT 23) ¥ &1 12 HF IT-LTT (1) ¥ &m=T 33 #if I9-
T (1) o A TAT TUTENT, ATLT TR & TATEST ST TRATT FogT07T GATAT (FATEST AT TIRATT Foa T
framT) T srfeeg=ET /. 9L A, 23(3r), I 18 ey, 2022 FRT AT & TSI, STETLTT, 9 1,
@< 3, 3U@e (i) ® vt T o o, ReH 39 a9t satear 7, S SHE aA91Ed g 6 §9adr g
S ARG |, TS 3T ATEREAT ATAT TSI ¥ TAAT ST hl IqAse w20 &F T2 o, Faretter &=y &
St T T & Tgel AT 3fT AT AHT Y T

ST, ITH TSI 0l TAAT 19 AT, 2022 T STFdT I ITAH FIT & TS AT,
ST Fes T ALY GIT S [FAHT 9¢ ST & ITH AT 3% gATal 92 o= w7 formm mw g;

qdq:, AT, Feald TCRTL, SHOTY ST TaTee ARt stferf==w, 1940 (1940 1 23) #F¥ amr 12 3T
STT 33 FTT T&cd IRAT T TANT Fd gU, SAUTEr TRl TATghIT are & Tl Fee & T, e
i< =, 2017 F7 37 Feng e & forg Mefortea == aardt g, seid—

1. (1) =9 =i 1 "ter 9@ T gin (daer gerae) a9, 2022 7
(2) T TISTIS § 3ok TRTLA T TG T TIT G|

3347 G1/2022 )
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2. T=ferear gftw Fem, 2017 ¥, F=w 43 & T, “Feaferfea [ siaeafua frEr s, seia—

“43%, AAATH FT Hetaw qaT Feaa— (1) Tie FEETar stoar sTafaamr sSand STy @ et
o AT ATAAH & AT TSy r@ET = Il T 91| Al FAr g al haid AT
STfereRTT ATHHTAT SToaT SaaTd w0 O aqrer H7 UH JG9Y ad gl UH <9l T forred
] H FHTILOI T Iol@ I gU o UAT Q9T I #4017 &2 &7 Sw, F=at & srefie sy v 1
FTE AT, UHT sty % foro S & ag Sugew a9 ar ar Oof &9 7 sEr HiwaT sy &
ToelT T % Hey § e ag "@&tea g, e w7 gt orerar siataem<y & 3 e g +
s, fashr sterar faawor it T & e 3 FoIT ST O, R AT AT gy
TTferd FT U U sfeepy &t IRt #, Afe IHAT T H, AAAAAT AqAH R a
sroraT Aferfaaw & et Suae srorar 39 Feie 99T U FaHt #7 9761w § J99d W@ g, ar
FrfrcaT gie i aoaaeT wis il T2 F FT AL T T |

U e ARE AT Hald ATATIT ATTAFHOT FRT ITq 70 70 siraer | of6qe § 9 98
el arfier o S F AT & F e FHT G F U A 1Y G, A heid
AL T AR § UHT ST 0 o6 TATq, (S a8 aeqe G870 3T I8 TG 37 Aq Al &l
TAATE T ATEL I F T, VAT AT I F:2 gt oy ag 3f=a qwar |

[FT. . TF.11014/4/2019-3=m]
Tf. AFGIT % WIS, < qi=a

feroqur ; frfercaT gie e, 2017, To9= ® sfeag=eT €. anan[. 78(sT), aa 31 S9ast, 2017 g
TR T T o ST sAfeg=ar 9. arFn[. 174(3), @ 4 919, 2022 3T a9 ar
Tortara fh 7w o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 18th May, 2022

G.S.R. 356(E).—Whereas a draft of certain rules further to amend the Medical Devices Rules,
2017, was 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 natification of the Government of India in the Ministry
of Health and Family Welfare (Department of Health and Family Welfare) number G.S.R. 23(E), dated the
18th January, 2022, in the Gazette of India, Extraordinary, Part Il, Section 3, Sub-section (i), inviting
objections and suggestions from persons likely to be affected thereby, before the expiry of a period of forty-
five days from the date on which the copies of the Official Gazette containing the said notification were
made available to the public;

And whereas, copies of the said Official Gazette were made available to the public on the 19th
January, 2022;

And whereas, objections and suggestions received from the public on the said draft rules have been
considered by the Central Government;

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical
Advisory Board, hereby makes the following rules further to amend the Medical Devices Rules, 2017,
namely:—

1. (1) These rules may be called the Medical Devices (Third Amendment) Rules, 2022.
(2) They shall come into force on the date of their publication in the Official Gazette.
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2.

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

“43A. Suspension and cancellation of licence.— (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 may 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 the presence of an officer authorised by the Central
Licensing Authority, if in its opinion, the licensee has failed to comply with any of the conditions
of the licence or with any provisions of the Act or the 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, file an 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 of being heard, 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 humber

G.S.R. 78(E), dated the 31st January, 2017 and last amended vide notification number G.S.R.
174(E), dated the 4th March, 2022.
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