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T 3T TRATT FehTT HATAT

(FaTe=T T IfRET weqror favm)

CIPECET
75 faeet, 5 weady, 2021

ararf. 98(s1).— e gie F=m, 2017 #71 siw "are" #9 F fow wfqux ==t
e s, e Fesra R Siafer il TATEHRIT a1 F 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 AqRAT FT

TART FX g0, THH GIT TATIAT G ol SATAAT ATl T ATHRIT 1 SITAHT o6 o1 TRTIAT 64T ST 5
3I¥ TR T AT &f STt g o6 S =7 RFa) 9% 39 g 8 Fqre e &A1 67 afer q9req g 9 a1
3% 91e o= T Srom o e # 39 arey Rt 9t 9 F o i Ifad T S9ar F Suesd
FLTE STUIT

Feal T TEAE FT U ey srater & fiae et off =afs & 9O g aret st i
AT 9% o= T Srom

At ST AT, IS w2 Y, ar a7 af=a, (i), F=eeT ${iT aiar Femr §Aed, A
AT, FAT |, 434, =t &, w00 wa=q, 92 f&eett - 110011 #7 eRfua &7ar SiTo st=r&ar drugsdiv-
mohfw@gov.in % T-He T 10|
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&g [
1. (1) == ==AT &7 Ftehear i (....Ferred) [{aw, 2021 F=1 o
(2) & F=| TS § 29 AT weRterd Y T R TATE g

2. faferear gie fFem, 2017 &, =9 7 % Safqem (2) 7, @ve (F) §, “STArgid soael St
AT (SM2.2.61.)” 9158, 3 T HISF & THAT AT AHT A q2reor &fdr (wuadium)” &
orTiRrer f3haT ST |

[®T.5. TFT.11014/9/2020-FT317]

. AT & AU, 64T 9g

feequr: T e e, 2017, w9 & srfergeer /. aranf. 78(3), ardie 31 S9ast, 2017 g=T

TERTIAT 3T T 2 ST Srfe=eT &, ananM. ... (=), I .. T Sfama: qentaa
T T e

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 5th February, 2021

G.S.R. 98(E).— The following draft of certain rules further to amend 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 after consultation 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 on or after the expiry of a period of forty-five
days from the date on which copies of the Gazette of India containing 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;

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs Regulation), 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. (i)  These rules may be called the Medical Devices (......Amendment) Rules, 2021.

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

2. In the Medical Devices Rules, 2017, in rule 7, in sub-rule (2), after the words, letters and bracket “the
International Electro Technical Commission (IEC)” the words, letters and bracket “or American Standard
Test Method (ASTM)” shall be inserted.

[F.No. X.11014/9/2020-DR]

DR. MANDEEP K BHANDARI, Jt. Secy.
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Note: The Medical Devices Rules, 2017 was published in the Official Gazette vide notification number G.S.R. 78
(E), dated the 31° January, 2017 and last amended vide notification number G.S.R. ... (E), dated the ............
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