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ar.a.fA. 515(37).— =i gite Faw, 2017  sfiw wemree #3 F forw swfae Rt w1 Feforfea
IT=Y, O e TLRTE AT 3T yarae arRit Afearf==w, 1940 (1940 FT 23) #FT &mT 12 FT IT-emT
(1) 3 &T=T 33 3T IT-GTT (1) FTXT & LIRRAT T TART F2d §U AT HT TEATT FLAT ©, I AT Tehet 10T

TATEHIT AIE F TITHET FIA & AT, IT THT SATHAT 3l TR o6 o107 FHTera omar srar g e 374

THTTET B9 T FFATAAT § S Tagrer gi=d o sirar g FF =y A=t arer 9 & oo i afaat
STTAT T SUAed FIM 2l AT F AT A1 Tt At AT At GHIH F T 3 T17 =t a7 o=

ST
S fafAfae srafer o sfiaw et oft =3f<s & 9T st ofie gaAmal a7 g 9 g o= &
STTUAIT;
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T3 I Arafrat 37 GATF 2, q1 Ivg Aa< qt=a (3Hufer), T i qfian Farr J37ad, 9ed
AT, I FE9T, T a1, Fded qad-1, 92 faeett - 110001 T ST ST 9T & 3T drugsdiv-mohfw@gov.in
9% £ qe fRAT ST FeRaT 2

1. (i) =7 =T &1 wfereq A e IR (... 8ered) 9, 2026 3

(ii) o W, sTa T st=rr fafAfae 7 BT SITo, 7o & S9eh Sifae Sererd &f g | T gi|
2. T=frear gfie e, 2017 (309 =0 999Tq 36 H39 gl o) & == 20 F 39-[F9+ (5) 4,

fAerferfed it giaeerfoa BT STTosT, st -

TS ATATAT TTTAFIET SATAGT i SAAATST TEQ I il @ & A QAT 6 AaL a1 @ A A1 6

T § TG il ST T FIT 37T I AT = =t r S

g T8 T STgl a5 9 Faefl At Faiia s@Ete & $iae To7 SAqama= STrer grer

R FT STt 8, SU-Faw (5) # [Afde srater 6t TuET == FHAt w7 gT F wf arE | A S

5 (F) ATea T (AR €0 qi=e Iqg=T & T 797 AHEE e Tage o’ it sraerst
TAT = =T % srefie 797 RAATEE A0 a1 % S T T S UHT SI&Eqar Y&\ &3 9 3
7w 13 % o1efie 7ot AfATEE vF g R g §9eT & 7reaw § geArtod fit ST

3. 3 fAwt #, s 20 F 39-f47w (6) #, @2 (i) =fiw = (i) § Mafertea v siaerfoa fBrar s,
FAT: -
(i) 7T ATATIAT TTEHRET g AtEad v & e [fe stegf=a F e o =i s &
e & i o=t & sfrae fradt s § B 8 7 Tedwa aftmfa fem g e fi
TOEreAT i SOt S stfag = e g it T goter Rue 1T ST ey i Tw=qd
#Y ST
(i)(F) TR sTfeg=ra e g SuraT & I UraT Taha Ot 6l Toeqrst dast
FALEIAT 97U ST 9%, AT & e Rare I g &f aa & S @i & Hae T
T oA StTo”
(ii) stfergf=ra e Sadtert % gHTae & dag Gt % fae st sifaw Rare srerrst afga s
AT STTERTLT &l T&TH HeIT

4. I At #, w21 % IU-FFw (4) H, 9reg "G o T 9T 9Tes e giaetaa
ST

5. 3<% [t o, e 23 % su-fAem (1) ®, s AT 3 w1 Y 9Tes o= wiaeTo T s

6. I el ®, Faw 23 % 3u-Faw (2) F Te=Tq, Fofeaa So-Faw (3) sia:enfua BT s,
AT -
(3) I9-F=w (1) & AfEe MLreror a1 gT MLTeror & ST I[uraT Tarerd TOITelT it SroeqTst deeft
FATEIAT I10 1 9%, FAfAwiar & srqare R ama g it a7 dwg @At & Jae sqare
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7. 3% fAamt ¥, w25 % Iu-fAam (1) 8, orss "GaTeE” o T 9T 9res e giaeerntua e

ST
[T, . 7. 11035/112/2024- A 0w-AR7(1)]
e fafrcaT gt [, 2017 Ft T § sfeg==T gear 78 (3), s 31 S=adt, 2017 ST T
T =T Ot S s e e e aran e (), fommer . T "errfarg o
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 23rd June, 2026

G.S.R. 515(E).— The following draft of certain rules further to amend Medical Devices 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;

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, C Wing, First Floor, Kartavya Bhavan 1, New Delhi - 110001 or emailed at
drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (i) These rules may be called the Medical Devices (...Amendment) Rules, 2026.

(i1) 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 referred to as said rules), in rule 20, in sub-rule (5), the
following shall be substituted, namely: -

The State Licensing Authority shall complete the scrutiny of the application in respect of Class B device and
to be assigned to notified bodies within a period of thirty days from the date of online submission of application.

Provided that where deficiencies that can be rectified, are pointed out by the State Licensing Authority within
the stipulated period, the period referred to in sub-rule (5) shall reckon from the date these deficiencies have
been removed.

5 (A) The Manufacturing site of the applicant shall conform to the requirements of Quality Management
System as specified under the Fifth Schedule and applicable standards as specified under these rules and such
conformance shall be verified through an audit by a Notified Body as referred under rule 13 before grant of
licence.

3. In the said rules, in rule 20, in sub-rule (6), in Clause (i) and Clause (ii) the following shall be substituted,
namely: -

(1)“The State Licensing Authority shall ensure that the audit of the site is carried out by the registered Notified
Body in the manner specified in the Third Schedule within a period of thirty days from the date of assignment
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of applications to notified body and the report of the audit carried out by the notified body shall be submitted
to the State Licensing Authority.

(i)(a) In case of non-conformance of Quality Management System requirements as observed during the Audit
by the registered notified body, the compliance verification shall be carried out within twenty days from the
date of receipt of compliance report from manufacturer.”

(i1) the Notified Body shall furnish its final report along with the recommendations to the State Licensing
Authority within fifteen days of the completion of audit;”

4. In the said rules, in rule 21, in sub-rule (4), the word “forty five” shall be replaced with the word “thirty”
5. In the said rules, in rule 23, in sub-rule (1), the word “sixty” shall be replaced with the word “fifty five”
6. In the said rules, in rule 23, after sub-rule (2), the following sub-rule (3) shall be inserted, namely: -

(3) In case of non-conformance of Quality Management System requirements as observed during the inspection
by the inspection team referred to in sub-rule (1), the compliance verification shall be carried out within fifteen
days from the date of receipt of compliance report from manufacturer.

7. In the said rules, in rule 25, in sub-rule (1), the word “forty-five” shall be replaced with the word “twenty”

[F. No. X.11035/112/2024-DRS-Part(1)]
HARSH MANGLA, Jt. Secy.

Note: The Medical Devices Rules, 2017 was published in the Official Gazette vide notification number 78 (E), dated
the 31st January, 2017 and last amended vide notification number G.S.R. ............ (E), dated ............
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