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g 797] ¢ feeeft, qeeafiaTe, v 4, 2025/8RET0 13, 1947
No. 797] NEW DELHI, THURSDAY, DECEMBER 4, 2025/AGRAHAYANA 13, 1947

ey 3 TRET Fedmor HETeE
(FaTe= S aRET< Feamor fawmD)

I LT
S faoet, 4 femeae, 2025
ar. &1, 883(s1).—Fwar avar fhcar gie g, 2017 & weited #3 * forw swfqua et
=1 Feferfaa srew, o st sie games araft sttarfer, 1940 (1940 =1 23) &t &m=T 12 F IT-emT
(1) T &7 33 i IT-UTT(1) FRT T&T ATHIT FT TINT Fd T TATT HT T&qTd FHLAT o, 0 arer

TFRATHT TATZHIT ATS o T 6 TAT, THH TATAT g1 AT qT AATET SATHRIT T ATHHT o (70

SeRTfare 3T STTaT § e TEeh g giwa Ghar smar & B g3 srfegmer arer wre v st s #ir
IS FIO 0l AT | AT A FaeT it srater st I & Te=7q 3 Ireq fqgat 9 o= fHm smom

SR [ATE srater & Hae et off =fs & YT st o gAmEt 07 68 a9 g F=w
T ST,

Tf I Aradl =i qATERl, a7 Sve dAa¥ At (AUfe), TTesT 3T qRa FAT07 JHATa,
AT LT, FHALT q&AT 437, "itaw, [FHior wa=, 7% faee{t - 110011 &7 97 57 9dT g A7 drugsdiv-
mohfw@gov.in T TH AT ST ThaT 2|

8160 G1/2025 Q)
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gTeY 795

1. (i) =7 ==Et & gfereq A i IR (... 5emee) [, 2024 31
(ii) T A, sta a6 srearay fafafaee e StTo, Trorosr & S sifaw wehters 7 arde & wgt gl

2. FrfercaT Fitw Mem, 2017 (R =9 T8 7997q S (AW &gr sroam) #, w44 F @
(3) ®, “TH.UA” &I58 F THT, IT “TEEhe0r Feqr” A1 "I, &, FFEwaorrT 3 & & 7 §
(FreraoTsRTT 3 e-ATae) e irasid:eafog T smosm

3. I IEl €, AW 44, @< (7) ®, "90ATq AT GLAT" 9057 & THT, AT TSR §edr” a1
e
Rt (ot 3 fe-mrae) T
FiEAT o AT # rfereaT et siaenfua B smom)

4, I FEET F FEw 45 €, 9T (T) § ‘AT ST 9058 F TAT AT TSE T §eqr AT a9 ®
(FREFATHRT 3T R-AT ) ST gReat & e § “EErauerT g a1’ o6 a1
febm Sty

5. S FaHl H, FIW 45 F yuw wiq w4, ‘A aaety demrass § oEr v v & (-
o siw dv-wrod) fee g & ama & TRedsr derass siaetg B
STTUAT|

6. I FAHEIH, TLATT 9 % ofiew |, "SHT Afgi=a M ereg & A7 6T ST
7. 3 (AEAT H, FEw 85 ¥, 39-f9w (x) % wEa, Meteriea e staefud B s, seri:
"(xi) TISTESTRTOT STHTOT T G707 FlA ATl A<k, (el ik 6 TLEAT AT TR 6 TILOTHT %0l
e = wHEt-44 § qE=qd "

8. I AT H, aw 85 F IUAH (ix) #, “Fteavr qRaswrersai & Ta7q ‘957 THe-11 § ” e
gt fBrar sroam
36 faet |, et st #, %9 gear 39(F) #, Meferfea staeerfoa B Strosm, st

“(ST) T TaReft e ST =A-fagr Aaree it Firat avnT a1 avre & e #arg”

10. 36 =T ®, qi=E SqgET §, @< 2 % Said AN gid Hl MHTET TaeTiod B ST gt g
“TH AT ® T eA-fael aara Fiwar e afga e gt  AfAataret o ang
Al

11, I I |, o=l aqg= °, Aqaad ' H a-fag qarfaw R gt (Fresstimdw)” g
& qe=Tq, Meterted et T sTom

©

ﬁ?ﬂ STLLT FT THTC sl o (T2 1)

Wﬁr& wft A Sfwtar Fr aafa oy ataii sraearaTst F e w6
o ) S H— AT T ST ST
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12. I (A9l ®, ofefere §, “qeT THSl-2” ST T& T UHS-40 H,
i. o " 3 % v, Aerfertera i wiaeefog frar smosm
“4, TIRIEETFTOT 9T 95 99 de ST &7 § 99 W7, 99 aF o 38 [Aefaq a1 w7 a1 awaidq

et TR SraT, aiq 78 T TR TR O et Fe arer st T It e, 2017
F TTALTAT % ATETE TOTELIHTIT TTALTIOT [ STHT Y

13. 3<% fAami o, affoe ¥, “gvq tHeEi-5” ¥,
i. T3 e 3 & warq, Feferfaa #r sfoernfa BT smom)
“4 FAAATH TT T T T F T LT, T % o6 6 [etad a1 77 a1 e iiq qgi A s,

T T T A g A v i e gfte e, 2017 % qrEei F sqEe aqst
TTTETROT S[eeh STHT <l

14, 3% FEi ¥, affoe §, “awq tH.S.-6” §
i. /&g " 3 & T, At o afqeartea e smoam
“4, AAATH TT TH TATAT T T I T, T aF (& =8 FaAfaaq a1 T2 a1 A9q™aq Tgi 6ar S,

T 7 T sate g T aren saie T g B, 2017 F Taemi & Sqa Sqa
LT g[eeh STHT el

15. <6 HoHT ¥, 9Rfore #, “aww uH - 97 H,
i. 6T @& 4 % wanq, Fefetaa &1 staeaa BT smom)
“5. AAATH T T ST T F I TG, T qF o =7 [HeAtad AT T2 AT AT gl (HAT ST,

Tig T T Aty g e arer e T e FEw, 2017 F TEemi F SqE St
ST S[osh STHT F¥)”

16.3F fFawi o, afifors ¥, “a=v tadi-10” ¥,
ii. g wear 4 % weana, Mefertea i staenfaa BT smoem
“5. AAATH T T TATAT T T ¢ T, TG TH 1o 38 [HeAtad I7 T IT A¥AGT qgl 1o AT ST,

T Tg T SATATH 70T X ATAT STk (o ehedlT Ik HAH, 2017 o ITAETHT 6 TALATATH T
&TT [ STAT |

17. 3<% Rt &, afRfors 8, “a=q ta.$1.-117 ¥,
i. ‘w26 &1 @ (vii) TEUER F T AR AT 85 #T IU-fEH (ix)” erex widedtaa AT
ST

i. (F) (1) H, “SIAHGT AT F THT AT “TSTELHRIT 0T FIA ATAT A<k 9168 TTaeArioa fam
SO

iii. (F) (2) ¥, “SIIATH TLAT'AST o TAT AT “TIOTEL LT HLAT'9168 TTAeATIOd AT ST

iv. (&) (i) ®, “FHETE HEATIHT"9Tex F TAT 3T Fald STTATIT STIEHRTE /T STAATIT TTIEFRTE FIT
ToI &9 H HgT AT gRI9063 T A1 AT ST




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

v. (@) (ii) ®, "SI GEAT" 57 % TAT, "IT TSTE 0T a1 &6 e Tad T S|
Vi, "TTST ATATIA TTEEE" 915 & A, "[Rfoed w9 7 geareRa o s 8] ek #v A B
STTUSTT ¥ "gEdTeIY, Hg< AT " 976 a1 fohar sroam)

vii. T (i), (i), (i) ¥, "AAAELT" O5F F AT AT TOEEFLOT GO FIA ATAT SAE" M5
gfaearfoa BT sToam

18. 3<F fAawi o, uffore ¥, “g=v tHEI-15" ¥,
i. o " 5 % g, Aetertera wr giaeefog B smosm
6. AT aF T TP € F I LT, T e o =9 [Fetfaa =7 w7 981 Frar srar an srerfia 987 G

STTAT, iq A8 o SAqate 9T ¥ arar oAt<h =iher s [, 2017 F TagmEi & Sqare A
LT S[eeh STHT el

19. 3<% =t ®, aRfore &, “g=7 tH.$-34" ¥,

ii. offee & “erm=T (1) T ITYTT” eTeaT o TATHEAT “22” &l w1 FhaT STTusm
ii. ZTTAMT % of e 3 1=, ore= “Fl............. EERSNERRERIIS I

20. 3% ey 7, afifore o, “a=v ta.§-35" ¥,

i. gTeTT o offeieh & 1= “Fl......... ? 9TeR S EATIIT FoRaT STUsT|

21. 3% R |, 7o ¥, aev uH.E1-36" ),

“Ferferea gfrart & T 1 sRrereR & =, Feferea aroft siaefia & smof

% (I FT|IRE w Fw|Iw &R afEmR ww| . Ao i |awrfa/zay | wmEr
T dey@icdax  |9ar M e TEA SN
. @R ) £ arfig

22. 3<% fAami o, afifore ¥, “a=v tw.§H-37" ¥,

i, AT BT S U&7 6 Ao eferferd qreoft siaemfud &t S

% [ARE F|(IRE F 9T W @R qREx #|aie aw | Fuiw S ade (gwfagge (aeE
GIR]

Sensicecral @Rk g T ST
. ) & e

23. 3= fFami °, gifore ¥, ‘g% vH $1-38"7,

i. “Terfrcar gt & T F1 =R aes & TeArq, “FfEer I & 9 % ary See safaee BT s
qreqfra g7 ereg T &A1 AT ST
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ii. “TerfercaT i< o T 7 ST oex o AT, Ao &F TS IO AT T A0

IRE  FT|IRE w9 | AW SR afRET # Rmtor it e ATAT
| @z = TESd  SUERT
) & arde

24, 3 F=HT #, affere #, “awT tHE-43” F wad, FMetaed v et R s, sraiq:

TET THST 44

[R=rwr 85 =T 39-fAw (xi) 3@]
oredta T Iie s g aderr R gt it Rad:-
1. 39 AT<h AT HEAT HT ATH SIHE THAT ITH g
2. Y9 F ALY AT HEH HEAT ST Jrda|
3. AT & g
4. T Y AT AT AT
5. fafawtar & st Friencar giw/ag wra/sEaar 1 e
. rfrcaT gie/Fg AT/s@aal w1 A
g, fafawtar 1 am:
T, ST FE& T (TR TS 3N)
. I HEAT/AE HEAT
. [AafAwio &t ariE (T A 3
=, qriy & arda(atE #rE 20)
6. TEEA TIErRieT & AT TLEA T Gediwa & qronH (rega fdre, afs # g1, =0 I59F 91 9
F):
F. *AT /AT T A & T erare e/ T /AT arer:
. *TEE S T
. *STA/GER S A Th/Sa-=rereaT adreqor:
o, *Hergaefear =i fafergar (z= fagr FarehT F 7reer #):
T, *ferfencaT gie & HaTaa se TEeq:
T AT AT 6 AT T 3T ALTZEATEALT 0l T |, ITAH THAT HIAH IO T &/ATTH [oraT
FT gl §, ST T SAOTe U TATE ARt afaf=aaw, 1940 ¥ Fiwar suweor a9, 2017 & gt
o T 3, e et #w o &

THT TO&0r AT & geareas
*SIT AT T 21 3H gar &
[FT. . X.11035/112/2024-Sr3m0H]
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feoqoft: g1 e srferg=mT " aranf@. 78 (31), feA 31 S9ad, 2017 30T o= | yara o
T o AT SATAT FT =T T ananA. (E)RECIEI— FTRT "errtara i S o)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi the 4th December, 2025

G.S.R. 883(E).—The following draft of certain rules to amend Medical Device 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;

Obijections 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, Room No. 437, C Wing, Nirman
Bhavan, New Delhi - 110011 or emailed at drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (i) These rules may be called the Medical Devices (......Amendment) Rules, 2024.

(ii) These rules shall, 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 the said rules, in rule 44, clause
(m), after the word or “M. L”; the word “or “Registration number” or “Reg. No.” in case of Class A (Non-Sterile and
Non-Measuring) Medical Devices” shall be inserted.

3. In the said rules, in rule 44, clause (n), after the word “import licence number”, the word “or “Registration
number” or

“Reg. No.” in case of Class A (Non-Sterile and Non-Measuring) Medical
Devices” shall be inserted.

4.  In the said rules, in rule 45, clause (e) after the word “Lic. No.”; the word “or “Registration number” or “Reg.
No.” in case of Class A (Non-Sterile and Non-Measuring) Medical Devices” shall be inserted.

5. In the said rules, in rule 45, in first proviso, after the word “manufacturing licence number” the word “or
Registration number in case of Class A (Non-Sterile and Non-Measuring) Medical Devices” shall be inserted.

6.  Inthe said rules, in Chapter IX, in heading, the word “AND NOTIFIED BODY” shall be omitted.
7. In the said rules, in rule 85, after sub-rule (x), the following rule shall be inserted, namely:

“(xi) The person holding registration certificate shall furnish reports of the results of tests or evaluation of a medical
device in Form MD-44.”,

8.  In the said rules, in rule 85, in sub rule (ix), after the words “inspection book”, the words “in Form MD-11"
shall be inserted.

9.  Inthe said rules, in Second Schedule, at Sr no. 39(h), the following shall be substituted, namely:
“(h) One overseas site manufacturing Class C or Class D in vitro diagnostic medical device”

10. Inthe said rules, in Fifth Schedule, under the clause 2 Applicability may be substituted as under:
“The provisions of this Schedule shall be applicable to manufacturers of

Medical devices including In-vitro diagnostic medical devices.”

11. In the said rules, in Fifth Schedule, in the Annexure ‘A’ after the word “In vitro diagnostic medical devices
(Kit/Reagents)”, the following shall be inserted
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Name of Type of ISO Class (At rest)
Device Operation
. All the The manufacturer shall environmental adopt as per appropriate
Other medical | - manufacturing requirements standards and norms. applicable
devices o
activity

12. Inthe said rules, in Appendix, in “Form MD-2 and Form MD-40,
i. after the point no. 3, the following shall be inserted.

“4. The registration certificate shall remain valid in perpetuity, unless, it is suspended or cancelled or surrendered,
provided that the registration certificate holder deposits a registration retention fee as per the provisions of Medical
Devices Rules, 2017.”

13. In the said rules, in Appendix, in “Form MD-5,

i.  after the point no. 3, the following shall be inserted.

“4. The licence shall remain valid in perpetuity, unless, it is suspended or cancelled or surrendered, provided that the
licence holder deposits a licence retention fee as per the provisions of Medical Devices Rules, 2017”.

14. In the said rules, in Appendix, in “Form MD-6

i. after the point no. 3, the following shall be inserted.

“4. The licence shall remain valid in perpetuity, unless, it is suspended or cancelled or surrendered, provided that the
licence holder deposits a licence retention fee as per the provisions of Medical Devices Rules, 2017

15. In the said rules, in Appendix, in “Form MD-9,

i. after the point no. 4, the following shall be inserted.

“S. The licence shall remain valid in perpetuity, unless, it is suspended or cancelled or surrendered, provided that the
licence holder deposits a licence retention fee as per the provisions of Medical Devices Rules, 2017”.

16. In the said rules, in Appendix, in “Form MD-10,
ii. after the point no. 4, the following shall be inserted.

“5. The licence shall remain valid in perpetuity, unless, it is suspended or cancelled or surrendered, provided that the
licence holder deposits a licence retention fee as per the provisions of Medical Devices Rules, 2017”.

17. In the said rules, in Appendix, in “Form MD-11”,
i. After the word “See clause (vii) of rule 26” the word “and sub-rule (ix) of rule 85 shall be inserted.
ii. At (A) (1), after the word “licensee”, the word “ or Registration holder” shall be inserted.

iii. At (A) (2), after the word “licence Number”, the word “or Registration number” shall be inserted iv. At
(B) (i), after the word “serially numbered”, the word “and duly stamped by the Central Licensing
Authority/State Licensing Authority” shall be omitted.

v. At (B) (ii), after the word “licence Number”, the word “or Registration number” shall be inserted vi. Below the
word “*State Licensing Authority”, the word “[To be signed digitally]” shall be omitted and the word “Signature,
Seal or Stamp” shall be inserted.

vii. At Notes (i), (i), (iii), after the word “licensee”, the word “or Registration holder” shall be inserted.
18. In the said rules, in Appendix, in “Form MD-15,
i. after the point no. 5, the following shall be inserted.

“6. The licence shall remain valid in perpetuity, unless, it is suspended or cancelled or surrendered, provided
that the licence holder deposits a licence retention fee as per the provisions of Medical Devices Rules, 2017

19. In the said rules, in Appendix, in “Form MD-34",

ii. In the heading after the words “sub-section (1) of section”, the number “22” shall be inserted. iii. Below the
marginal heading, the word “To.......... ” shall be inserted.
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20. In the said rules, in Appendix, in “Form MD-35",
i Below the marginal heading, the word “To......... ” shall be inserted.
21. In the said rules, in Appendix, in “Form MD-36”,
i Below the word “Details of sample of medical devices”, the following table shall be inserted.
S. |Name of | Batch Name and Brand Date of | Date of | Quantity
No. " oot {adaress ot tne|Foe (| menufecre | b
evice of the device premises
22. In the said rules, in Appendix, in “Form MD-37”,
i Below the word “Details of samples”, the following table shall be inserted.
S. |Name of | Batch Name and Brand Date of | Date of [ Quantity
No. t;e _ No./Lot No. addre_ss of the gﬁg;e (if | manufacture E)é?;%/use
evice of the device premises
23. Inthe said rules, in Appendix, in “Form MD-38”,
i.  After the word “Details of sample of medical device”, the word “with name of medical device which is
purports to contain” shall be omitted.
ii. Below the word “Details of sample of medical device”, the following table shall be inserted.
iii.
S. |Nameof [Batch Name and Brand Date of Date of Quantity
No. | the No./Lot No. address of the|name (if | manufacture expiry/use
Device of the device premises any) before
24, In said rules, in Appendix, after the “Form MD-43”, the following form shall be inserted, namely:

1.
2
3
4.
5
a
b

C.

Form MD-44

[See sub-rule (xi) of rule 85]

Report of Test or Evaluation by registered Medical Device Testing Laboratory

Name of individual or organization from whom sample received.

Reference number and date of the senders request.

Number of samples:

Date of receipt of the sample.

Details of Medical Device / Raw material / Components as obtained from the manufacturer:

Name of Medical Device / Raw material / Components:

Manufacturer's name:

License no (if any)
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d. Batch number/Lot No.
e. Date of manufacture (if any)
f. Date of expiry (if any)
6. Results of test or evaluation with test protocols (detailed report if any may be enclosed with this Form):

a. *Physical/ Physiochemical/Electronics/Electrical/Mechanical test :

b. *Chemical test:

C. - *Biological/Microbiological/Biomedical test:

d. - *Sensitivity & specificity (in case of in vitro diagnostics):
e. - *Qther Test specific to the Medical Device:

Based upon the test or evaluation and in the opinion of the undersigned, the sample referred to above is of standard
quality/ not of standard quality, as defined in the Drugs and Cosmetics Act, 1940 and Medical Devices Rules, 2017,
for the reasons given below:

Signature of Person-in-charge of testing

*Delete whichever is not applicable

[F. No. X.11035/112/2024-DRS]
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 .......... (E) dated..............
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