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T 3T TRATT FITT HATAT
(Fameey ST aRET Fearor fasm)

CIPECET
75 faeett, 29 w7+, 2022

qrar[. 228(st).—frcar giRe FFw, 2017 #1 fiT "@9red #9 % e w®faur [ &
eforfaa s, S FeiT g9 iufer TaArnt adqgh dre & Tl T ot ofiT yorae art
gfafa=rm, 1940 (23 3 1940) &t &m=T 12 FT ITAT (1) 37T 1T 33 FT ITLTT (1) T TS AqFAT HT
TART FXd g, T8 GIT TATAT g1 o0l SATAAT ATl AT ATHAT %0l STTAHTT 6 [olT TRITLd 3T STTar &
¥ TR FIET AT &F STt g T 39 =7 Raat 9¥ 39 g 7 fqreti« f&At i safer qure g 9w a7
I a1 fa=me Rt Sroa S a3 YTeT AT arer 9ra F Tera e it Iiadt SHar i Suers

LTS ST,
FaT AT T ST [AMaE dare & diae T o =3 ¥ 9 g arel ot e
TATAT 9 FF=me R s,

At 7 AT, IS w2 Bh, a7 A af=a, (i), FEeeT {7 aiar Fmr §Are, A
THRTY, FALT |, 434, €t &, Fuior qe=q, 92 et - 110011 &7 si¥foa fBFar SsiTo storam drugsdiv-
mohfw@gov.in % T-He T 10|

ey A
1. (i) = =T = et g (... gera) FeEm, 2022 F7T ST
(i) T 7w, ST Tk e AfAfEe 7 g, Toras | T sifaw seRter i A v w9t g
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2. FrfehcaT gir MW, 2017 &t =it et |, 90T-3 & TR || #, 7% §&471 7.4 6 ITHE qed1
(i) ®, Feferfaa aweg errferer &t STusft, sraiq—

‘miq T cEmEEa TEiTET THEArTeiS (S0FE) I aared Ssiae T TR et
(FTTHL) THIT I &l ATITRAT AALTF Aol (T ATS ST UH T 397 3l T To1Taai o g, Frer
el FATEeT o Eraa ht R % STam TR0 Jrarsd TS e Teetha [T SITEH & &9
H AT AT I gl

[T.5. Ta.11014/25/2021-3T3T]
=T, AT % WUSTL, T qiaa

feroqur: Frfercar gfte R, 2017, Tt § st &, aran[. 78(sh), I 31 S=ad, 2017 T
REI TR A 1 | Cl 1 s e T 2 N (=), TG . T faHa: |entea
Equki LDl

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 29th March, 2022

G.S.R. 228 (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, 2022

(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 Fourth Schedule, in Part 111, in Appendix Il, in item no. 7.4, in sub-
item no. (i), the following Proviso shall be inserted, namely:—

“Provided that the requirement of Transmissible Spongiform Encephalopathies (TSES) or Bovine
Spongiform Encephalopathy (BSE) Certificates shall not be necessary if the source is from animal species
from a country of origin recognized 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 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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