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ey 3 TRET Heamor HETET
(FaTe i aRET Fearor fasm)

CIPECET
< fawett, 2 99, 2023

ar.&1.f. 409(sr).—satH Frfercar susor Remmaet, 2017 § 3w dereae #3 & forg g Faet
T HATQT, ST e 3T SoTee arRit dAfafaas, 1940 (1940 FT 23) Fit g 12 i 33 & qgd Maeds®
g, [adm® 1 719, 2023 F A & TSI, THTRO, 97 |, G 3, 39- @< (i) H, @reT 3w aan
FEATO HATAT (FATESA 3T TATE FeaTo7 FART) § 9 aahe it SAfeg=a1 a1.%1.1. Jear 157() F
HTEAH F TR 367 727 o7, orad =898 g9rfad g arer ARET & I ATSH=AT arel FHhTy T
AT AT ST o 70 ITAse FTT ST o AT (QH1 60 STater i FHIH | Tgol A dT 3 GA AHAT
o T o,

T T, 1 77, 2023 FT 3 LR TSI T TAIT ST F 7T Sqered s TS off;

SIY STafeh, 36 AHIRT AT 9T ST 8§ ITH Sl ST GATE 9 Hx1d gehe gy o=

AT &;
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THTIT, 3T STOTEr AT AT qTHAT AT, 1940 (1940 T 23) #¥ &m=T 12 3f¥ 33 FT e
TTFAT T TART Fd g, Feald T, TG THhA 0! ATGHIL ATS 6 AT TALT T % ara, F=rihear
S FFwTEett, 2017 # Herg F:3 & forg Mefaiea Fea a9 g, o1iq -

1. (1) == fR=wt &1 7 e S (Ferae) Raumast, 2023 2

(2) o FRTwTaeAT AERTT TSI § T TR il a8 g gl
2. farfercaT Suseor RawTast, 2017 (T8 T8F d18 S HAATae! & &9 § garvq) #, 799 3 7, 3u-fF=w
(@) F e, Faferfag 7-fFae ST ST, o,

(@) "o e ST qdverr ARt T o g Ay 19 F sufEw (3) F agd e
TEHRTE gTT erio a7 arfee =T Suseor yrrermr |
3. 3% AewTaet §, w18 #, 3u-ffgw (1) ¥, "SetT e asai & are, AT, 47 ft /e 2r, e
TCRTT" 9Teg Sq:eqTiua fohu S|
4. 3 FewTaet §, Fa9 19 ¥,

(F) FrrrT = efteie & e o2 Faferfad g 1 oftds T&r o srerd:-
"rTeRcHT STHTOT T ST

(@) 39 =% (2) * are, Mefertaa siq:efua BT s, sraids-
"(3) (1) =T FLER, ATTTAAT FIT, MHATATET F TS TsF A TohedT ITHTIT G0 TANTLITAT %0l
TATIAT T TFAT G, -
() T ST T T ST qediehe,; a1
(@) FTE =T FTH HIAT AT 39 AT =T & Fior S|
(4) 3T-FA7w (3) T Ifager &9 & gATE U @397, 757 a7 3u-faw (3) # [AFfe yaeEt & o

FerfeheaT ST o T ST oA 6l GraeT T@d ardt (et TAETTAT i H§T To fHihear ITHor
LT TANTIATAT F T § ATCHT HT TRl 3

Ford foh g ot iR ITHTOT TLEA TANTIATAT, T Toh ATHAT Aol hl STUIAT STa deh o T8
TS ST ST STARTLTATSA o forw g e e g f&feraa Aresrar s = 21

[T, 7. TFT.11014/7/2022-31317]

STYAT AT, §aFd aia

re: T Susor MemTEet 2017, 31 SAa<T, 2017 it ATER=AT i ar.F.. 78(37) T avFhr

TSI § TR 7T T o i sifaw a1 14 sragaw, 2022 Fi stfee@=ar deai ars.q. 777(3)
ST "eNfad = 7w o)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 2nd June, 2023

G.S.R. 409(E).—Whereas a draft of certain rules further to amend the Medical Devices Rules, 2017 was
published, as required under sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940) vide notification
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of the Government of India in the Ministry of Health and Family Welfare (Department of Health and Family Welfare)
number G.S.R. 157 (E), dated the 1st March, 2023, 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 seven 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 1st March, 2023;

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 (Amendment) Rules, 2023.
(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the Medical Devices Rules, 2017 (hereinafter referred as the said rules), in rule 3, after sub-rule (zu), the
following sub-rule shall be inserted namely:—

‘(zua) “State Medical Devices Testing Laboratory” means a medical devices laboratory established or
designated by the State Government under sub-rule (3) of rule 19°.

3. In the said rules, in rule 18, in sub-rule (1), after the words “Central Government”, the words “or, as the case may
be, the State Government” shall be inserted.

4. In the said rules, in rule 19,—

(a) for the marginal heading, the following marginal heading shall be substituted, namely:—
“Medical Device Testing Laboratories”;

(b) after sub-rule (2), the following shall be inserted, namely: —

“(3) (1) The State Government may, by notification, establish State Medical Devices Testing Laboratory for the
purpose of, —

(a) testing and evaluation of medical devices; or
(b) to carry out any other function as may be specifically assigned to it.

(4) Without prejudice to provisions of sub-rule (3), the State Government may also designate any laboratory having
facility for carrying out test and evaluation of medical devices as State Medical Devices Testing Laboratory for the
purposes specified in sub-rule (3):

Provided that no medical devices testing laboratory shall be so designated unless it has been duly accredited
by the National Accreditation Body for Testing and Calibration Laboratories.”.

[F. No. X.11014/7/2022-DR]
ARADHANA PATNAIK, Jt. Secy.

Note : The Medical Device Rules, 2017 were published in the Official Gazette vide notification number G.S.R. 78(E),
dated the 31st January, 2017 and last amended vide notification number G.S.R. 777(E), dated the
14th October, 2022.
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