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CIPECET
£ feeft, 15 91, 2022

ar.&1.[. 450(s7).— FrfercaT s F=w, 2017 &1 i gerrgs F2 & forg swfaas [ #71 9rs,
SR i e areRlt AT, 1940 (1940 7 23) #4797 12 #¥ IT-4TT (1) T AT 33 A TU-
7T (1) % AT TAT TUTerT, AT TEHTL 6 TATeT 3T TRATT FHATT HATAT (FATEST T TRATE FHed 107
o) it sAfere=aT 5. 9r.#n. . 228(3), A 29 7T, 2022 FRT 9RA & ST, SAHTET, A7 U,
dT 3, IUEe (i) ® wertera orar war o, e 37 ot safeat 7, s 399 yartad g i 997aEr 8
39 AT |, TSHar 3T ATSREAT ATAT TSI ¥ TAIT ST T Iqqse F20 &F T2 o, Farette &=y &
Sty T T | Tl AT 3fT AT AHa By T o

T, I TS A IfAFT 30 AT, 2022 FT STAAT HI ITAY FT aF TS off;
ST e 1 T FIT I (HIHT I STAaT | I 34T 3 gATal 92 G=e a2 oy mw g;
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qdq:, AT, Fea T TCRTL, AT ST TaTee ARt srfarfeaw, 1940 (1940 =7 23) FT amr 12 3i¥
T 33 BT Tacd <Rl T TN T g, SATTer T ol HeATahIT ale | TRHL Fd & T, F=riehear
i<k A=, 2017 FT i Gerree e & forg Aetated Feam aqmr g, i —

1. (1) = R 1 "@terg 9w T gie (3T gerae) FH=m, 2022 2
(2) T TSI § 3ok THTLA ol AL Hl TIT Zi4T|

2. Tafercar gie F=w, 2017 £ 5rf saET §, 9r-3 % affere || §, sifas qrear & gafaq =7 7.4 i
AT "ET () ®, Feferad awegs sa-eamfud Bam S, seaiq—

‘TR ZTETHEEA TISIIET TR TS (STUHE) I7 darsd TS 9e T Trha el (Fuas)
STHTOT T il ATRAT AAAF A5l g T1a Sd UH T 397 %0l T TSriaat 7 g, o a97 @
o F e it ATt & S ETe A0 Frare TSIYET T ha T Siie & &9 § 7regar
T 217

[®1.5. Ta.11014/25/2021-3131T]
=T, LT % AU, HIFT araa

feroqur: Frfercar e Ram, 2017, TSta= @ srfeg=eT €. aran[. 78(sh), ada 31 S=ast, 2017 T
TERTTAT FoRT 1T o1 Sfi stfere=aT |, 91414, 356(37), A 18 /s, 2022 FIRT sifaH a1 "errterd
o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 15th June, 2022.

G.S.R. 450(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. 228(E), dated the 29™ March, 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 30" March, 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 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 (Fourth 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 Fourth Schedule, in Part 111, in Appendix Il, in paragraph 7.4 relating
to biological safety, in clause no. (i), the following proviso shall be inserted, namely:—

“Provided that the requirement of Transmissible Spongiform Encephalopathies (TSEs) or Bovine
Spongiform Encephalopathy (BSE) Certificates is not necessary, if the source is from an animal species from
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a country of origin recognised as having negligible Bovine Spongiform Encephalopathy risk in accordance
with the recommendations of the World Organisation for Animal Health.”.

[F.No. X.11014/25/2021-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 was last amended vide
notification number G.S.R.356(E), dated the 18" May, 2022.
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