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ALHLA. 174(s0).—=fraaT giw [aw, 2017 #7 &iw Ferae w2 % o wtau et w1 are,
roter i yae arRft srfarfFay, 1940 (1940 =T 23) &t =T 12 &t IT-4m=T (1) 3% amer 33 #i 39-
ST (1) STEfT TAT-3(OTEMT, A TLHIT & FATEST 3T TRATE FHAT0 HATAT (FATEST AT THATT HAATT
o) 7 stferg=eT |, a1, 850(3r), areE 10 faHaw, 2021 T 9T & W19, STET, 9 |,
dT 3, ITEe (i) ® wertera Forar war o, e 37 ot safeat 7, e 399 gartad g i g97ar 8
39 A H, SHar IFT ATSREAT ATAT TS 6l SAIT STAAT i IqAee Fe1 &f T2 o, Farerre f&ay &
AT % FHATTH | Tgol &7 3T AT AHAT (U 70 1,

3T, 3% Trora Fir gfaat 10 fedaT, 2021 F1 AT 7 STy FT &7 TE off;

ST e 1 T G I (HIHT I STAaT | I AT 3 gATEl 92 o= a7 oy waw g;

J: AT, Feald T, ol i swamee arafy srfarfa=rm, 1940 (1940 =T 23) Y & 12 3T
ST 33 FIXT W& ATRAT T TANT Fld gU, AT Tehel el HATSHIT AIE F T FLeA o TATq, Fofehedr
i<k T=H, 2017 7 ST FATET FIA & (0 Aetrted a9 a9t §, A9 —

1. (1) =7 H=Et & "@fer A e gie (2 @ Ferree) =, 2022 )
(2) T TSI H ITh THTI 0l qTEE T T9d giv

1539 G1/2022 Q)




2 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(i)]

2. TfereaT gt Raw, 20174, e 36 % IUIw (3) #, “IT H63I<h 1T AHHT qea1 & [ 90
“Farzes e H A7 HYh 5T FAHRFT 9157 T SR |

[®T. &. TaT.11014/7/2021-31371T]
1. AT . AUSTL, §3<h araa

feoqur ;. fafereaT gftw fFem, 2017, 9a F T sy, 9 1, @9 3, 3uEs (i) # sfEg=ET 9.
v, 78(3r), A 31 S9ad, 2017 FT THITAq 0 10 9 s stferg=mr /. |ararfH. 19
(31), AT 18 Sadt 2022 g sfawa: werras frar =

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 4th March, 2022

G.S.R. 174(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 notification of the Government of India in the Ministry
of Health and Family Welfare (Department of Health and Family Welfare) number G.S.R. 850(E), dated
the 10" December, 2021, 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 10"
December, 2021;

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 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 (2" Amendment) Rules, 2022.
(2) These rules shall come into force on the date of their publication in the Official Gazette.
2. In the Medical Devices Rules, 2017, in rule 36, in sub-rule (3), for the words “or the United States

of America” the words “United Kingdom or the United States of America” shall be substituted.
[F. No. X.11014/7/2021-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note : The Medical Devices Rules, 2017 was published in the Gazette of India, Extraordinary, Part Il,
section 3, sub-section(i) vide notification number G.S.R. 78 (E), dated the 31* January, 2017 and
last amended vide notification number G.S.R.19(E), dated the 18" January 2022.
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