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T AT TRAT FT HATAL
(T ST TRETE ST fawm)

< faeett, 10 7@, 2025

ar.&.A. 748(sr).— Frfercar gfaa =, 2017 & gemas #37 F forg swfaug [t @1 Fefatea
weTar, S e I S ter oY e qradt sferfeam, 1940 (1940 T 23) T &mT 12 &t ST&TT
(1) =T &7 33 it ITETT (1) T & ATRAT FT TART FXd §U FLATLT FleA HT T FLAT &, Fl ST
serTiaa g arer auft gwrtEa safFaat & gEar F o, vagr gfea G smar & & =a aftgmEr arer
TS T It TRTTrT 21 ST I ST T ST FL 6T qTrg F 7 19 fae iy srafer i qarty %
AT 3T HATET et 97 fF=m e srom)

Iy fAfAtRe safer  stanta oy et & ey # Gt oft safea & area g9 areh
AT AT TATAT I g TLRTE G fA=1e FohaT STToa;

6807 G1/2025 Q)
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T YTET RIHT F 99 § Arafgi vd GATEN, T(< Fle g, Al qa g (SFafe), Tamesy i
TRATT FEATIT GATAT, T TR, FILT 7647 545, U &5, fAgior o=, 72 fReett - 110011 =37 S8t
drugsdiv-mohfw@gov.in ¥ ATET ¥ ST ST T 2

Hetar s
1. (i) =7 AT &1 "fereq A Frfehcar I (Ferme) 9w, 2024 2
(ii) T T, sta J srera fafafae = o stro, oot ® 29 sifaw wehrers 7 a7 s
gl
2. fefrear gfFa fAem, 2017 ¥, e 18 % waq FRefarfaa fem siaenfia B s, setq-

18%. Frdvers (Forferea i) &1 ereatd - arfafam 3 aefie et % =9 § s =fcn @2 g S
e fReferfea & & s = v -

(i) TorelY AP s At 3T |eTe & STaT AiSwer AT R AT Hehiaohel AT ToAfdeshel
IT ZAFEIFE AT TEEHI AT ATAT-SHIATSH T AT TIATHL AT FOY2T HISH AT AT
TAFCI T SOMTHATIT § ST ThATS § &1 =l =S4T, a7

(i) ToRET AT ST ferataEmer AT SEATE § R AT B R e d AT ATShH A Ars
IqT FTAT-HIHELT AT HIHELT AT AT ATSHS | WTdH hl =3

189, ATEIT fAgwa Fit SIgaru - AT & orefie gl fFaus & &9 & e har S arer =1t
g g forees are fAeforfea § & #rs =5 2r-

(i) T AT ST RrafaEmers AT SEAT § ST 9fSE AT HHEA AT Heh(AEwe AT Tl Toehd
T TAFS T AT SEEHEAT AT ATAT-SHIATSIT T TIA AL AT FET A58 AT HISHA
TAFSIAFT TSI § ST SHIATSIT | =T it =3 ar

(i) FoRET AT ST ferataEmer AT ST § R AT B e d AT ATSh A ars
IqT FTAT-RIHELT AT HIAELT AT ATSE HATSHS | WTdH i =3

[T, 7. TF.11012/04/2025-T=1e0H]
Afaer 5, w3 at=a

e g e sAfag=eT Fear ar.F.19.78 (31), e 31 Sast, 2017 R0 TS0 § TR 60 10 o
ST SITqw 1Y Srterg@=T Fear a1.%1.1. 409 (31) fawis 2 57, 2023 g7 §9fad iy 77 o)
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 10th October, 2025

G.S.R. 748(E).— The following draft of certain rules 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), is hereby published after consultation with the Drugs
Technical Advisory Board 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 thirty days from the date on
which copies of the Gazette of India containing these draft rules are made available to public;

Obijections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government;

Obijections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and
Family Welfare, Government of India, Room No. 545, A 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, 2024.

(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, after Rule 18, the following rule shall be inserted, namely: -

18A. Qualifications of Inspector (Medical Device). - A person who is appointed as an Inspector under the Act shall be
a person who has a degree in-

i. Bachelors of engineering technology in Bio Medical or Chemical or Mechanical or Electrical or Electronics or
Instrumentation or Bio-Technology or Polymer or Computer Science or Medical Electronics Engineering from a
recognised university or institute; Or

ii. Bachelors degree in Pharmacy or Pharmaceutical Science or Microbiology or Bio- Chemistry or Chemistry or Life
Sciences from a recognised university or institute.

18B. Qualifications of Government analyst.- A person who is appointed as a Government analyst under the Act shall
be a person who has a degree in-

i. Bachelors of engineering technology in Bio Medical or Chemical or Mechanical or Electrical or Electronics or
Instrumentation or Bio-Technology or Polymer or Computer Science or Medical Electronics Engineering from a
recognised university or institute; Or

ii. Bachelors degree in Pharmacy or Pharmaceutical Science or Microbiology or Bio- Chemistry or Chemistry or Life
Sciences from a recognised university or institute.

[F. No. X.11012/04/2025 -DR]
NIKHIL GAJRAJ, Jt. Secy.

Note: The principal rules were published in the Official Gazette vide notification number G.S.R.78(E),
dated 31%January,2017 and last amended vide notification number GSR 409 (E) dated 2nd June, 2023.
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