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No. 159] NEW DELHI, TUESDAY, MARCH 10, 2026/PHALGUNA 19, 1947
ey 3T IRAT FTr HATAT
(FaTeey 3R aRET Feaor )

T foeely, 2 979, 2026

qr.#1.[. 165(37) .— rfercar giw M=m, 2017 &7 ST F9red w2 & oI wfaas ==t #1 9=,
Aoty U Hied qHTe AfA=Eaw, 1940 (1940 7 23) #FT &TT 12 3{¥ &1er 33 #FT IT&TT (1), FT TAT
FUTerd, WTLd & ST, STETLT, AN 2, G 3, IU-62 (i) § §&a7 47, F1. 7. 748(37), T 10 FFgav,
2025 FTT TRTTEr 3 0 o1, forerer g7 39 =Rt &, fSreh 399 wariad g it §9189T g, 39 arig
o, orereT 3<% STTER=AT aTer Tora=T it Tt STAar &7 Iqetsd Frft T2 off, oo fae it srafer, & 4, smuer
EIRGEICIE EIECREIR

SI¥ I SATTERTIE TS9O ol Tt 10 3TFgav, 2025 Tl ST HI ITeAsd HT &l T ofT;

T AT % ITF AT 9T AT F ST AT 3 GHATAT T ha 1T G g7 F=me gy 1w g;

A2, FATT TCRTT ATATE T TETET ATATHAH, 1940 (1940 T 23) T €127 12 ¥ &1=T 33 FTT T&< et
T TANT FLA gU, AT TEHATHT TATGRIT dE & T F:3 & g, e gie FH=m, 2017 #71 3
TLTE e g Mefted {aw aqrdt g, a9iq —

1. (1) == FF=mT &7 "fereq A Frfrcr giEa (Feram) =, 2026 2

1705 G1/2026 (1)
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(2) 7 FF=w, St T e ARt 7 BT S, T # 29k W YT i A w g g

2. TarteheaT e M=m, 2017 &, 39 18 % weanq Mot o siq:eaiaa Bham S, o9 -
“18%. fdters Y srgatu - ST 7w faw, 2017 % Fat=a= % et % oo sfaffea
s fters & =0 & fger =13 7 =1fe 2nm, s el seatt a8 —

(i) TRt \TeaT s Rt a7 "@eame & S = 31 e a1 36 3 gerfEewe ar
TAFSITAET AT TEEHSAT IT S TTEATRET AT T A7 Fegex a1 Frar sawei=e
fifRatar & SShfaafar sran ey & =rae v =3t = aaewer =5t 3

(ii) TorefT ATeaT e ferataaer a1 e | SuSl AT S0 AuSiT A AT G A a1 o
THTA AT TETIA A7 Sta {3 § &=raes i =300

189, TR e i oreaty - srferfee 3 srefier sy fagyoes 3 = # fReges P st arrert =i~ wan
T ST fAerfertea o & g =3t waar gi-

1. TRt ATeaT e e feemers a7 /= & S TR AT T A7 I AT TA TR AT
TAFSIAFE AT TEEHET AT ST TTeATRIERT AT i 7 Fege Fam ar T soaei@a
TSN | ST e 97 Faeher 23T o e are 3<% stfarfaas = stefte Mg gt
g o =T arelt ST § e STEn AT TH-TAer STaitesd SUHIO 6 aLre o
FH H FHF I Y T ATARAL ATTT &I, ST o iagd o =7 § STRrer«r § f&ham w gre:
(i) 3<% sAterfaae & srefir g aear g, am
(ii) e IR 3T 39 3297 & forw sqATad et Jeeme a7 qeqor SR 1 59 (AT
FrfercaT ITRTOTl AT SH-TAET STEUTRed ITFHIN o T 92 T a9 T T 2T 63T 21))

T

2. Tt wrerar s feeafarmers o seam & st a1 Austa GBS a1 gaq Sfast 91 S9 |Ee
AT TATI AT Sfrae &= o &rae v =3t i e soaweon a7 z3-fEer srrnfees Sy &

TLAT § FH T FH I qY K ATADIAL AT, ST A TG o6 A0 § STIRTLATAT H 03 197
L
(i) 3<% srferfaae & srefier s |y fagwe, =

(ii) T ITfasreT 3T =9 3297 & o0 srqeTfaa et SeTe 37 I1eror STRTLTeT F7 Y9 (AT
F=rfehcaT ST AT SA-Taer STaRTees SURIUI  TLEA 2 &7 a9 T TIAeA0 2T 71 211

[FT. &. THF.11012/04/2025-13117]
feoqur: q=1 M srfergEeT " aran.[.78 (3), fmrs 31 s=ad, 2017 31T a9 | YTt o o
o ST ST Hear a1.%1.14. 409 (31) fadi= 2 7, 2023 g7 ifaw gerree o = o |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 2nd March, 2026

G.S.R. 165(E).— Whereas a draft of certain rules further to amend Medical Device Rules, 2017, were
published in the Gazette of India, Extraordinary, Part II, Section 3, Sub-section (i) vide number G.S.R. 748(E), dated
the 10" October, 2025 as required by Sub-section (1) of section 12 and Sub-section (1) of section 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), inviting objections and suggestions from all person likely to be affected thereby
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before the expiry of a period of thirty days from the date which on the copies of the Official Gazette containing the said
notification was published were made available to public;

And whereas, copies of the said Official Gazette were made available to the public on the 10" October, 2025;

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 section 12 and section 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, 2026.
(2) They shall come into force on the date of their publication in the Official Gazette.
2. In the Medical Devices Rules 2017, after Rule 18, the following rule shall be inserted, namely: —

“I18A. Qualifications of Inspector — A person who is appointed as an Inspector under the Act for the purposes of
the implementation of the Medical Devices Rules, 2017 shall be a person who has a —

(1). Bachelor’s degree in engineering or equivalent 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

(il). Bachelor's 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 —

(a) Bachelor’s of engineering or equivalent 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; and who possesses not less than five years' post-
graduate experience in the testing of medical devices or in-vitro diagnostics devices in a laboratory under
the control of —

(i) a Government Analyst appointed under the said Act, or

(i1) the head of an Institution or testing laboratory approved for the purpose by the appointing authority
(or has completed two years' training on testing of medical devices or in-vitro diagnostics devices);

Or,

(b) Bachelor’s degree in Pharmacy or Pharmaceutical Science or Microbiology or Bio- Chemistry or
Chemistry or Life Sciences from a recognised university or institute and possesses not less than five years'
post-graduate experience in the testing of medical devices or in-vitro diagnostics devices in a laboratory
under the control of —

(i) a Government Analyst appointed under the said Act, or

(ii) the head of an institution or testing laboratory approved for the purpose by the appointing authority (or
has completed two years' training on testing of medical devices or in-vitro diagnostics devices)

[F. No. X.11012/04/2025-DR]
HARSH MANGLA, 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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