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ATF.F. 743(31) .— Al i swerae arafy stterf=aw, 1940 (1940 T 23) #F 4y 12 i 3T
(1) TAT 91T 33 T ITLTT (1) G TAT Sruterd ffrear s T, 2017 &7 ST Horee 3 & o ey
e, AT & TSI, AT, 90 2, W2 3, IU-EE (i) TR qeAih AL A, 270(3), aE 10 6,
2026 FTT TR AT 747 2, SEH 3T SATS=AT &l SATAE HLd ATAT TISTTS %0l TAFT ST i 3T
FU S 6T arg & o &7 ¥ srafer F e § @ SHE IN9Tad g1 arel @it §97e sAthdl 9 sroet

EIRCEICIE R IECREaR

T I ATCRTIR ST T TTaaT 10 34er, 2026 T STdT T IUAse FIT &7 T3 oT;

SIY I ITET (AT & §a9 § A1 F G AT T GATE T hR g aw gy =
T E;

6409 G1/2026 (1)
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A2, AT Fo T TLRTT AT 3T TaTe arady stferf==w, 1940 (1940 =7 23) #F¥ &Ter 12 TJT 41T 33
BT T&T QTR T TART F2d gU, TS T 30! FATg 1 are § T2rAel F & v, Friwear it Fa,
2017 =T 3% "erred e & forg Aeferiaa e aard g, staiq —

1. HTerT A ST I .-(1) =7 =i & "tereq 98 e giea (Fae derye) [, 2026 2
(2) o W, & T o= fAfAfEs 7 31, ToT= | =9 Sifa| Tahree i arE &1 g gl

2. I (Al ¥, 9w 3 % @ () |, "AGAHGTE % " qeat Hw AT AT S
3. 3 (el #, 9w 3 F @ (W) % waTq, Refried g siq:eamaa Har S

(o) "TISTEETRTOT THTOMT” | TATREATT TS SIATAA TSI IT el SATATIA

TSR EIT T THEI-2, Y& UHET-40 TIAT T&T THSI-42 ¥, A< a7 7T TR T
STHTOTTS AT Bl

4. I AT H, 99 44 = g2 () F veATq, Fefefad g siqenfud T s, serQ:

() T=rfercaT giwe ARwTar it 297+,

STr frfercaT i<k & fassraor ST &0 e & for fafemme sste wae arer ot e gierer e
% FAEFAT RATRATT 0 JTedl #d | 5% 9¢ FaTdr g,

TAEAT TI T STAATH HEAT IRE % Add ¥ oA &d gAT ATGU| FEHEHTT e STATH HE&T
great T ITART "farEswar waer fafawior srq=te et ar e, efaat. s a1 e 7 g
ZRI|

5. 3 et ¥, e 44 F @2 () §, "SiiT ()" oreal F T 9 () 377 () | " 9 T ST

FIA, TS (T) T ATATAT = FATATAAT 0l AE T Bg Aol F AR G

6. Trfehcar ST [Haw, 2017 (59 =0¥ =8 TATq 3<F FI9 #2747 8) H, Aadl Aqg«’ &
TET, ATAT ATEAT ST EATIIT T SATUIAT, AT -

ATt STt
“qEXeAT AT AT & [T
[F=r e 19, 69 3faT]
T . | T/ AR T THC Teur/aedinT Y AR T (ATLF)
(1) (2) 3)
1. | T gy 5000
2. |ShETRiRrEr aiterr 2000
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3. | erex Rl IR 1000

4. |wfw e as 1000

5. TR o oI AT Treror/ |ifdes Traraiees aeer | 2000

6. orer frfeheaT =i 3000

7. el o, AREE [Earsd, suaas =6, 917|250
wfa fref., wfafef

8. AFLTTIOT 79T, &y(ered ffheam) afa gfae aw e[ 150
TaTd, R ger, R Y /AT, F9Te Y A (e
rfencaT), g Tehtar T, steear AT AT AT, 9o, g

qHT M
9. |F=m 2500
10.  |sfaiwierdt Ffww 2500
11. | StraT sfaertae a¥verT
. U 3000
. HTATHE 4500
feroqur: -

(1)
ST Aot § fAfAfes 7 O o afteror/geaiana & O 9T, T /aeaT & aredta Heerd aT
EIETCIR IR PRI PEARE-ARIE ECIEC R Eaus il

(2) XA/ Al [Afed ARG &aa: T STaerd At ger 9@ S|

7. 3 AT H, 54 3 % HAw 19 ¥, 39-99 (2) & wanq, Raterted 3u-fFaw sta:eamfua B s,
TAT: -

“(3) TEreAT AT YeArRa o forw e ag gl S At e § ARt g

8. ITh M=HT H, 1A 9 o F9H 69 H "I&q UHSI-33" «T&a1 % THATq, “Adl =T # A Es e % aqrr”
oTex q:ETiue 3 ST

[T, 7. TFT.11035/112/2024-31317]

. . -
Y HIET, §h a=a

fereqor: frfereaT gfvr fem, 2017 Trroe & srfereEeT wear 78 (o), faiw 31 S=adr, 2017 T T
TR0 10 o T Sifae ST Srferg=ET et arAn. AL 165(3T), AT 02 97, 2026 FTT Herrteaa fahu 77 o)
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION

New Delhi, the 14th August, 2026

G.S.R. 743(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.
270(E), dated the 10" April, 2026 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 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 10" April,
2026;

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. (i) These rules may be called the Medical Devices (Second 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. In the 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 (o) 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. In the said rules, in the clause (o) of Rule 44, after the words “and (m)”, shall be substituted by the
words, “(m) and (p).”

Provided, the compliance with clause (p) shall be mandatory with effect from six months from the date
of this notification.

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



[\ II—8vE 3(i)] HTL T (ST ETLTI0T 5

Ninth Schedule
Fee for test or evaluation

[See rules 19, 69]

Cost of Test/
Sr. No. |Type of Test/Evaluation 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

7. |Optical Rotation, Specific Gravity, Refractive Index, weight per ml,[250 each

Fluorescence etc.
8. |Absorbency, Weight per unit area (Surgical), Foreign matter, Extractive|l50 each
value, 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 o

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 IX, 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. 165(E), dated 2
March, 2026.
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