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L[, 270(31).— ferar st a9, 2017 & @i |@uareaq #39 & o 35 [t #71
Freferfaa yrew, o9 3w v st i yamea aradt srfarfeaw, 1940 (1940 =1 23) &t &m=r 12 fir
ST-4TT (1) T gTeT 33 T IT-&MT (1) BT V& ARAT T TN FLd gU a1 TEqTad Fdl 8, rofer
T ehT TATEHIT AT 6 TLALT & THT] AT I T SATHAT T TR o o0 TR =67 Smar

S eh o0& waTiaa g9 i S9TaET g S Tage Arted f7dr Srar g & 3% ey [ wose aa '
e fae T safer T8 g 9T AT 39 TATq o= o Srua [ ariE # i 3 e Rt arer

o TTSTIT ol TTATT ST9AT o o7 Iuerse FTe ST &,

ATt 3 AT ST Faw ARy gty  fiae BT off =3f<F & 9T 87 996 8, 39 9T g aE
EARAEEISER RS I

2598 GI/2026 (1)
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AT S qATE, TQ TS BT, TaT qr=a (o), T i qTRar FedTor 637, 93 qYFTY,
ot &, sdsr o, 9% faeey - 110001 1 "afaa & ST 9 8 a7 drugsdiv-mohfw@gov.in I% 283
T ST TR 2

EISERE D]
1. (i) = A= & ST 3T (. Terra) fAre, 2026 F2T ST JhaT 2l
(ii) o 9w, st T st=rerr (AfEe 7 31, ST # 39 Sffaw Yahrerd st arrg & g il

2. 3% (At ¥, e 3 % @ () #, aes “freft argsimam w1 ger R srom)

3. I (Al ¥, 99w 3 F @< (y) % THTq, Meferiad g @ :&aa ar s

(ya) “OfTehTor ST T 37ef & T AT (RINT JTTErRTLT AT et AT2a (6 T ITfEreT<y gy I&q UHel-
2, I5T THST-40 3T I&9 THS-42 H, TAriedfa, Tar= Fohar T qsiishaor THT9;

4. 3 fAFwi 4, M99 44 F =< (0) F THTq, Fefotaa g sia:enfug fhar smoem

(7) T=fercaT Sueer [MeTar & e § S| aeedt fatater i Rt s giadgT & w20 97 ey
o 2 foreres o ferfereaT Susheont i Aeerdt SRt A T S & o7 Ty ATsE e 8, aredad adadt
T T ATSHH AL IR oF el I 3ol [T ST AT THET T ATSHT FaY 9Tea] “THaT
T AT ATeH g At qead @A E) 91 ‘R AT, 7 98 gRm;

5. I =T H, M9 44 F @< (0) H, 57 “S¥ (m)” F TATY, A=al, “(TH) i (N’ g afaearioa
R SToem

6. TrfercaT ST AW, 2017 (S =9 =0 a18 It (HIH Fgl S0 |, SSa( ATIAT  THT,
AT ST ST EATIOT T STURMT, AT -

T STt
“qEYEAT AT AT & o7 o

[ 19, 69 3]
BH | qLreTuT/ed T T THIT T/ T AR
9. 7Y # (INR)
(1) [(2) (3)
1. | TeETRraeT gErerr 5000
2. | FeAAT qreAT 2000
3. | oo Frfehes g 1000
4. |RRS e 1000
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.| RIS e e o oI AT arerr / Siae-ara T ae e 2000
6. | oo et et 3000
Attt e, fafre [F, saaaqis, T fHeieies ao ), Jiaaiid | 250 T3F
SlEL
8. | sraerrorr erwdy, I Tohts & Aot (e =), fAesft o=, fAeedor | 150 s

oA, 91T 6T §&dT, daTs % Arers (o7 =), aag athT 1@,
FTAT AT ATHICT, T, T 797 et

9. |®eTH 2500
10, | srataterft SusHTor 2500
11, | STraT] USTeifaee aireror —
. TUTTEF 3000
o, HTATHT 4500
ferogfy: -

(1) Fa¥ & < arfersr § [Afde T B 70 aeqont/qeaisndt & o, e STRTLTAr/EeT & e a1
ForfereaT STeReor aTeroT stfeRTey g, Fariedta, et o sron

(2) wreror/fEger it RaTiRa anra faad 5% F&ad: 9 ST

7. 36 A |, stea 11 6, [\ 19/, 39-f3W (2) o v, Meterted so-fAae sia:eartaa o s,
FAT: -

“(3) TLTEATT AT TEATHA o [IT o A1E1 AT | Hiag gl
8. It (A=Al ), e IX ®, 79\ 69 #, 9152 “& 7 UHEI-33 H” F THT, M7 “Adl A= 1 H [ ok
F T e R ST

[FT. 7. X.11035/112/2024-517]

Y HTT, AT qea

et FrfercaT ITseeT fMam, 2017 Tsra= | feeg=eT §eaT 78 (), fai® 31 S9adt, 2017 g1 Y
T U o S sifaw a stfegEaT e ananE (31), oA e FIRT Herteaa
b r o
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 10th April, 2026
G.S.R. 270(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, Kartavya Bhavan, New Delhi - 110001 or emailed at drugsdiv-
mohfw@gov.in.

DRAFT RULES

(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 said rules, in clause (j) of rule 3, the word “of a licencee” shall be omitted.

3. Inthe said rules, after the clause (y)of rule 3, the following clause shall be inserted.
(ya) “Certificate of Registration” means a registration certificate granted by the State Licensing Authority or
the Central Licensing Authority in Form MD-2, Form MD-40 and Form MD-42 as the case may be;

4. In the said rules, after clause (0) of Rule 44, the following clause shall be inserted.
(p) In case of medical device manufacturer who outsourced the sterilization activity at the site of another facility
having valid license to carry out sterilization process of medical devices, the license number of the sterilization
site should be mentioned on label of the device. The sterilization site license number by preceding the words
“Sterilization sites Manufacturing License Number” or “Ster. Mfg. Lic. No.” or “S.M. L”;

5. Inthe said rules, in the clause (0) of Rule 44, after the words “and (m)”, shall be substituted by the words, “(m)
and (p)”.

6. Inthe Medical Devices Rules, 2017, (hereinafter referred to as the said rules), after Eighth Schedule, the Ninth
Schedule shall be inserted namely: -

Ninth Schedule
“Fee for test or evaluation
[See rules 19, 69]
Cost of Test/Evaluation
Sr. No. Type of Test/Evaluation in rupees (INR)
@) 2 3

1. Implantation test 5000

2. Sterility test 2000

3. Surgical Dressings 1000

4. Syringes & needles 1000

5. Physical test / Physiochemical test for perfusion sets etc., 2000

6. Surgical Sutures 3000
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7. Optical Rotation, Specific Gravity, Refractive Index, weight per ml,| 250 each
Fluorescence etc.
8. Absorbency, Weight per unit area (Surgical), Foreign matter, Extractive value,| 150 each
Threads count, Length & Width (Surgical), Surface active substances, Acidity
or alkalinity, Neps, Setting time etc.

9. Condoms 2500

10. Intrauterine Devices 2500

11. Bacterial endotoxin test —-

a. Qualitative 3000
b. Quantitative 4500

Note: -
1. For test/evaluations not specified in the above table, charges shall be determined by the Director or Medical
Device Testing Officer of the Laboratory/Institute as the case may be.

2. The prescribed cost of the test/analysis shall automatically increase by 5% annually.

7. In the said rules, in Chapter III, in rule 19, after sub-rule (2), the following sub-rule shall be inserted namely: -
“(3) The fees for test or evaluation shall be those specified in ninth Schedule.”
8. In the said rules, in Chapter 1X, in rule 69, after the words “in Form MD-33”, the words “accompanied with a fee

specified in the Ninth Schedule” shall be inserted.
[F. No. X.11035/112/2024-DR]

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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