T &, §.ue.- 33004/99 REGD. No. D. L.-33004/99

Ve 4
S/
1.5, -2.Te1.-31.-21082026-275637 '
CG-DL-E-21082026-275637 \/
s\
EXTRAORDINARY o« ' {J

W H—@Ts 3—37-@v% (i) \)r\

PART II—Section 3—Sub-section (i)

FUEEIRE B CRIE \

PUBLISHED BY AUTHORITY ’\’, 4
[

g. 677] % focefit, o=, s 19, 2026/41a7 28, 1948
No. 677] NEW DELHI, WEDNESDAY, AUGUST 19, 2026/ VAN 28, 1948
N,
ey 3 g ReT Feamor

(W@TWW@?W)
»

T Rt 14,5, 2026

P LY

ArF1.. 743(31) — i aﬁ'{wajw arfarfearer, 1940 (1940 T 23) it amer 12 ¥ ITgTT
(1)@7%333&@%(1)@?@1@'@&%{%%,2017Eh‘rsﬁ'{r~’rsaﬁa=ra?ﬁ%ﬁ'qw
T, ST & TSI, AETLT0T, 0T 2, g2 3, 3U-EE (i) g7 dedts ararnH. 270(3), arE 10 994,
2026 1T FeRTfora oy e o R T SATE Y FA ATAT TSI T TAIT STAAT T 3T
waﬁﬁwﬁaﬁﬁvﬁwﬁp@awm@rgﬁswwﬁ—d@%mﬁmﬁﬁwmﬁmﬁﬁaﬂﬁa

S 3 SR T Y KTt 10 e, 2026 FY ST FT ST F & TE o

17 I T (AT Hae H AT o G ST ST AT U R g gy = G
T E;

6409 GI/2026 (1)



2 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(1)]

A2, AT Ho T TLRTL AT 3T @1 ATl Aferf=a, 1940 (1940 =7 23) T €17 12 TT €177 33
BT T&T QTR T SRIRT % g, WS e (501 ST e 7 TR e & 7, F=iher I Fa,
2017 =T T "erred e & forg feferiad Fo a7t g, sraidq; ——

1. wferd A S IS .-(1) =9 =i & "tereq 98 e gieEa (T derye) @9, 2026 g
(2) T R, 59 T o= AR 7 31, TSa # =9 S| TaH1ee i a0 &1 T3 g Wl

2. I AT H, e 3 % gE () |, "AAS YT & " 9real w1 AT AT ST
3. < i ¥, Fgw 3 % @ (W) & warq, Rafefag g st Samsi:

» 4
(FeF) "TISTELTR0T SHTOTT=” | ARt o7 Ao Ty JphT s, | G/
\/
T ZT IS AAS -2, 8T THET-40 TAT I=T THS-42 &, T a1 £
STHTOTT S Bl i‘x\‘,

4. 3% TAEET 4 e 44 F de)(on) g, ﬁaﬁﬁﬁwaﬁwﬁﬁﬁﬁ@@ﬂ ERILE

/"\,
() Frfrcar gfs =i i 8w+,
Gﬁﬁﬁﬁﬂgﬁ-ﬁ%ﬁﬂ%ﬂﬂ%ﬂ%ﬁ%ﬁﬂ%@#ﬂﬂ?@«%ﬁ%ﬁwgﬁmm
T TAEFHAOT A T AT AT HS & 5 A7 FHandT &,

WFW@WWW%WWW@*@%@WFWWW
greal T 3TN "faEwAeT v AfRatmes Tear zm\'/ﬁﬁﬂﬁ e, a7 " e & ager

2T
5. o et &, R 44 F g (1), "HRE)” @i@%w ) S () 1 " 9Tz T ST

agﬁ,@(a)mmmwwﬁm.x%gn@ﬁﬁw@w

6. TITehcaT STRLIRTAN2017 (ﬁ@%{ﬂ%wmwﬁmwwﬂm% H, sadl STTgAT &
TETH, AT ATEAT S AT il SO, ﬂa‘ﬁy
Qe
~N SRl

~)\€‘9}me%%@9@
“ (e 19, 69 2R

T G| TEETOT/ TR HT THC TeuT/ iR Y AN T | (A1.F)
(1) (2) (3)

1. STATLIIOT TLTETT 5000

2. |SfEmRReET e 2000




[ATT [I—&TE 3(i)] ST 3T TSI ; STETETIOT 3

3. erer Terferear T 1000

4. |afis e gg 1000

5. TR o ToIT AT 9 1707/ S{ie Traraie a0 | 2000

6. |erex fofeheaT =i 3000

7. el o, AfAEe Twarmd, svads g=, 917|250
st fref., whafafr

8. AT &7, &=(ered f=fheam) afa gfae aw e[ 150
uary, fAedor ge, gy i 9, FAre S AT (o
rferea), mae @i g=Te, sreerar 3 e, Jom, At

T AT :y /
9. |[F=m 2500 C,
10. | siaraterdT gfe 2500 Y
11, |Sframo siatam et N

. R 3000 AN

. AT 15000~
feoqr: - ",\,\’\

ﬂ\'\

(1) i

mﬁwﬁﬁﬁﬁﬁgw%qwqﬁwlw%WQMQW/WW%JHT&%%QWHT

FrfencaT Ff<h T¥reaor stfermT 3T sraanieg FosTTain| ‘:\/‘

(2) T/ Al [Afed AR Wﬁsﬁa@naﬁwmm

&,

7. 3 Forreit , wereT 3 % FRr 10 3, wﬁn@w,m,ﬁaﬁﬁ@awﬁwmwm%mm,

TAT: - N
\

“3 )ﬁwmw%%ﬁv%@@%aﬁﬁﬁﬁﬁgél

8. = for 1 mmga:ﬁmsg\?:wmwss Tt 3 T, A e iy e e
915 AT FhOToT| s:n"\

o/

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

. . o\
Y HITT, HIE qea

fereqor: =rfereaT aftr e, 2017 o= 7 siferg=er | 78 (o), feqis® 31 S9ast, 2017 g e
TR a0 o T S ST At Tt anan . 165(3T), fRATw 02 9T, 2026 FTT Herrtaa &y 1w 9




4 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(i)]

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 Deyice Rules, 2017,
were published in the Gazette of India, Extraordinary, Part I, 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 Subfsection (1) of§ection
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 ensthe 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 1o the'publi¢’' on 10" April,

2026; Yy
And whereas, objections and suggestions received from the public on the said draft rlule&N'téve been
considered by the Central Government; W/

Now, therefore, in exercise of the powers conferred by sectionil2 and section 3@6 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 Medigal Dgylces Rules, 2017,

namely: — \(
1. (i) These rules may be called theMedical Devices (Second Amendmegt)“%u es, 2026.

(i1) These rules unless'specified othetwise, come to force on the )dq% ytheir final publication in

the Official, Gazette: f'\',

2. In the said rules; imnclause (j) of rule 3, the word Fof a licenceq\j”'}all be omitted.
e
3. In the said rules, after the clause (y)ofirule 3, the followix%fcéa}se shall be inserted:
(ya) “Certificate of Registration” means a registration cettiticate granted by the State Licensing
Authority or the Central Licensing Authority in Form,MD—L Form MD-40 and Form MD-42 as the
case may be.” ()
4. In the said rules, after clause (0) of Rule 44, the fqﬁwiﬂ'g clause shall be inserted.

(p) In case of medical deVice manafacturer w }[sourced 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 lge \%ﬁ?ned on label of the device. The sterilization site
license number by preceding the Words.‘%za ion sites Manufacturing License Number” or “Ster.

Mfg. Lic. No.” op*S.M. L.”

5. In the said rules, in the clause (o) 0}@3’ 44, after the words “and (m)”, shall be substituted by the
words, “(m) and'(p).” \

Provided, the compliance with cl ) shall be mandatory with effect from six months from the date
of this notifications N \

6. In the Medical.Devices M?; 2017, (hereinafter referred to as the said rules), after Eighth
Schedule, the Ninth Sche¢dule shallBe inserted namely: -
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Ninth Schedule
Fee for test or evaluation

[See rules 19, 69]

Cost of Lest/
Sr. No. |Type of Test/Evaluation Evaluation in
rupées (INR)
D @) )
1. [Implantation test 5000
2. |Sterility test 2000
3. |Surgical Dressings 1000
4. |Syringes & needles 1000
o 4
5. |Physical test / Physiochemical test for perfusion sets etc., 2000
6. |Surgical Sutures 3000 S
~,
7. |Optical Rotation, Speeific Gravity, Refractive Index, weight. per/ml, 256\gch
Fluorescénce cte. {\'
8. |Absorbency/ Weight per unit area (Surgical), For€ign matter, Extr ctivel] 50 each
value, Threads count, Length'& Width (Surgical), Surface active subst%@&
Acidityor alkalinity, Neps, Setting time étc. 17N
9. |Condoms " 2500
10. |Intrauterine Devices ,\’\/ 2500
11. |Bacterial endotoxin test F\ -
o\
a. Qualitative L Y 3000
b. Quantitative N’ 4500
Note: - ‘:.2/‘
1. For test/evaluations not specified in the above tablencharges shall be determined by the Director or

Medical Device Testing Officerof.the Laborator}”'lgstitute as the case may be.

2. The prescribed cost of the test/analySis shall automatically increase by 5% annually.
”~ LY

7. In the said rules, in ChapterIll, in rule 19,
L

namely: - \y

8. In the said rules, in Chapter X, in rule

‘(3) The fees for test or evaluation sme those specified in ninth Schedule.’

with a fee specified in the Ninth Schedule’$hall be inserted.

. \v [F. No. X.11035/112/2024-DR]

~ Y

™ HARSH MANGLA, Jt. Secy.

Note: The Medical Devices RuTés, 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.

)

-,
&sub?-rule (2), the following sub-rule shall be inserted

fter the words in “Form MD-33”, the words “accompanied
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