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No. 121] NEW DELHI, WEDNESDAY, MARCH 1, 2023/PHALGUNA 10, 1944
ey 3T TR FT07 HATT
(FaTeey iR TfRET< FHeaTr fAawm)

TE fReedt, 1919 2023

T &R, 157(31).—3wer i v arady srtarf=ag, 1940 (1940 7 23) it &y 12 Fit IT-emT
(1) 3T gmeT 33 T IT-ETT (1) FTT T& ATRIT T TART FA gU 6% ALRIT AT TheA ol TATZHL ATS
F oyt ¥ fheaT I Fam, 2017 § siT gorrae #e & forw o9 swfaaa Raet 1 a9 &1y
FLAT & ST (AT T HETET TEH TATIAT g1 ATl AT THT SATHRIT F FAATT TAET T fham
STAT g 3T TAErT T=T &F AT g o 36 Faei &1 7Hiar =0 79iar w9 & 356 99 & T 6
AT oH S=ar & o Sussy FU S & aE ¥ 91q &G i sEfd 99 g 9% A7 39% 918
IEEIRRERIRC I

T e safa % fiaw e §F =afe &y et s gamEt o7 a9 gy G G
STTUAT,

AT ST AT, IfE T2 8, a7 qiaa (3we), T ¥ Tar HedTor §37dd, AT qUFTT,
FHT H. 434, Hr-FEr, fFutor wae, 72 fieeft-110011 7 997 1 76d ¢ 47 drugsdiv-mohfw@gov.in. 7
T-Tet 3T ST TR )

1364 GI1/2023 )
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weTeT e
1. (i) = F=HT 1 a9 ST ST (. Terrer) ==, 2023 2
(i) T =9, ST qF s iy T 6T 17 31, A TST § 9 ATaq ®9 8 TR 6 a7
EEREARI
2. Frferear sueor fRem, 2017 (52 ==t =o ate 3<% 7w &gt 1 2) ® s 3 8, su-ffaw (@ 7 %)
F are, Mwforfea S9-fMaw SreT ST ama:

“( 7 ) e TRt TSRO qErEA T TS 7 37 g | 19(3) F a8 ST 9T g et AT
BUEEREIETGIRCRERR DI NI

3. 3 A==t ®, w18 #, Su-faw (1) ®, " geF'esal & &7,"9T, SEr ot #rHer 2y,
T[T gLt 9Te daeqTiua o s

4. (1) 3% Fawi ®, = 19 ¥, " Hfhear SUshaor 93reqor SaRremeT” oreat o w1 a7 i
ITHTIT LTI TARTTAT" 968 T ST

(2) 3 A==t &, F=w 19 #,39-fF=w (3) sia:eafua o stroam, sraiq-

"(3) (1) TT ALHIT, ATLAAT FIT, AHterierd S & forw a7 Frfercar STaeor q3reqor SIRTerTar 67
TATIAT FT THAT -

() FrfercaT STsFTont T aerTr Sl qeaise; AT
(F) FTE AT FTF, ST 37 FT =T F /07 J70, FA F form)

(2) 39-fA7w (3) (1) F Wada &7 & FATET 70 =47, T57 9 39-[H97 (3) (1) #§ A w=@ei &
fora foelt srerrerrerT, forae farfehcam Sosheoni & 931err ST qeaiewd S giagr &, w | s e
ITHLUT T TARTATAT oF € | ATHA FT Tohel T 2

Ford foh e ot forfercam STRTor qTeror TTRT9TaT, S0 TRTE a9 a% AT0d gl i ST ST a1 39
TSI TLTA0T T ST TANTLATAT T Hahrr g fafeaa srear 7 <F 1261 g

[T 5. T3, 11014/7/2022-3T31T]

(I\ﬂnlcl AT, HATZHTL (TTT)
e 7 Ao w31 Sy, 2017 6 srferegsaT d@ear av.#1.7. 78(3r) g7 avwiy o= § Thrfara
R0 0 o ST TR 14 sFegay, 2022 Fit Afeg=aT 9edr AarFLE. 777(3T) T Sfaw a1 gented &
T |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 1st March,2023

G.S.R. 157(E).—The following draft of certain rules further to amend the 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) in
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 seven days from the date on which copies of the Gazette
of India containing these draft rules are made available to public;
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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), Ministry of
Health and Family Welfare, Government of India, Room No. 434, C Wing, Nirman Bhawan, New Delhi -
110011 or emailed at drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (i) These rules may be called the Medical Devices (......... Amendment) Rules, 2023.

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

2. In the Medical Devices Rules, 2017(hereinafter to be referred as the said rules), in rule 3, after sub-rule
(zu), 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 rule 19(3).”

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. (1) In the said rules, in rule 19, the words “Central Medical Device Testing Laboratory” shall be
substituted with “Medical Device Testing Laboratory”.

(2) Inthe said rules, in rule 19, sub-rule (3) 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.

(2) Without prejudice to sub-rule (3) (1), 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) (1):

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.N0.X.11014/7/2022-DR]
RAJIV WADHAWAN, Advisor (Cost)

Note: The principal rules 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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