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ey 3 TRET Fedmor HETeE
(Fareer s afame wear &)

Il
TE faeett, 11 weady, 2020

ararf@. 102 (7). —=frer gie F=w, 2017 #1 7 dengs #3 F oo sfau et &
ST, At S ST S wfaEE, 1940 (1940 T 23) f 6T 12 ¥ ITETT (1) A T
33 T ITLTT (1) FT STUAATATE AT o TSI, FTETATIIT, AT ||, T 3, SUEE (i) § 9 TFh 6
AT AT IRET FET0 H1T (FATET ST TRAT FHedor fanT) #7 stfeg@=ar dedis ar.#1.4.
797(3), AEIE 18 7agav, 2019 gRT Y frar wam o, e 39 it sxtwat &, e 399
TATHT EIF ol HATEAT & 39 arirE o, SrEer 3% ATSg=ar T SAqfag Fd arel TS99 sl Taar
SAAT &I ITAH FT &f T2 off, IH qE F q9 & At 7afer hr qaire F Igel reid T g
srwtaa o T 3

T ITh TSI T AT STAAT &7 18 TFgaw, 2019 T ITAY FT & TS AT,

3T, el ALRTE G 39 FAHT 9T a7 & YTed e $iie AT 9 fF=me #:7 foram 1w &;

825 G1/2020 1)



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

A:, AT Fald GLRTL, AT T THTEA qTHIAT AT =TT, 1940 (1940 FT1 23) F¥ &m=T 12 3%
g7 33 BT Y& ATRRAT FT TN FId gU AUTE TheAThl TATRHT ale § THET FIA & THT]
FrfereaT giew Mam, 2017 #7 3w "etee w2 & foru Feferfa e sard 8, staiq—

1. (1) = Rt 7 "@terg 9 T e (F@earee) e, 2020 § 1
(2) 7 A= 1 3191, 2020 =T 99T BT |

2. T=ferear gftw Fem, 2017 (S =08 289 Ta7q 36 9w #gr 10 8), ® steamg-1l & 99919,
freferferd sreama-1IIF i sia:wmfaa T SosT, sraiq:-

“sreqmg-lIIw”
i rferaaT gieat 1 TR
19 #. (1) 7 sream =fercar FiRAAT =T 39 [T it sredl =t & ey § fafafdse
AT Fram afa@as & o 3 % @ () & i srfesgi=>a &t T2 a9t FRET 9% a0y
ELu
(2) Su-f=w (1) & "=iia T et &7 F=0" Auter a9 [Ea0r §9eq grT = q
TS & O e W U uE AT9Sa siAAed Ted & HTEIH | Heald eI
TTTEEReoT | TIEEha ot SITuaT:
U, T ALATH & el TSTELRI0T TH AT o THTET g1 & AT Held il srarer &
forT T e 9% R AT 39 T9ATT Tg ATATIF g
19 =. (1) =T giwr 1 AfFwTar F=i Arufe g HEr @92 gRT =9 3=@ee & oY
eTOd #T T2 “Aiqared AT e Tt 98 TS0 gq 39 =ihear Iih | Fatad
IU-fAaw (2) # fAfRfase St &t ruetre wEm
(2) FATRHTAT sraee H4a, -

(i) T=fercET gt & AR e« % 9W &7 9 aiga Feer e [EEir F9r 97 w5 47
TS e T 7 79 30 wdT|

(i) T=feraaT giwe &1 Fawr

S | wiee | sratEq | REer | [ | s | Ryt | SEge | e 9w
Gk eI | ITANT | giRE AT | A @ | gaTAEl | (AR o=
ot qrT | FE qTH
21) sfarfeem,
1999
qef=
RELEE
2)

(i) TETOT T S AT TATAT FTE AT AT TATAT FBIEH g7 U f=fehear gixe
& Hae # U T SArEUHAT 13485 ATAF HT ATATAT THTOT I |

(iv) Tafastar g fGfdeq searaia = Seoa 1 a=q+y & sraes g0 &f T8 SEaRt
T T IO 2
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197, FF A W R J9e g =7 F4ee & o s siqers Atwer gt
TUTSAT O TG G ITIFd GaqT QU 9 F q7& ASee a0 He&dr giord gl Jru|
fafaatar e gie & dae o2 T 5T #7 Sedd 3T

199, (1) Faw 19 & # #=ffq i FErEr gte &1 s w3 g #1 FfF =afe
T gq su e ge & gt Aefoted st 6T st ames [
TS ZIT 30 TSI o (o0 ST AAATed =eheaT Jich Tl 9% STqe S FHT|

(2) ATATAF ATATS FITT,-
() =T e #7 srEma F= arelt FuHT a1 5 AT Fe qeF [FE F A Y 39
T gixe & fafager o A=,

(i)  TerfercaT gitw #1 Fawr

SAfE | Jied sortra | RfFer | FEir | smmw | Rger | ShavEE | |
T T ST | gfe A | A (7t aMg ATl | (TR
srofy arRfit | # S ) HqTFT
srfert==m,
1999 =
et
gﬁaﬁ?ﬁ

Sl
ES

(i)  THTOE T g TS TATIA ATE AT AT TATIT A FT v =iwr
<F % g § [T TT rsuasr 13485 HIHF HT SAITAT THT 97 |
(iv) o 31 7 e s smmor 9=

(v) raTa® T fEfeEq gearetid =0 Iooi@ #7 a9qae [ saed gRT af T St
T 3T T g

195 FHT SAWTer JTE FIA07 T3 GRT o7 TS & (0 e ‘Stqared =ir Ih
TUTAT T2 TG G0 I AT Q0 S F 7 ASE w0 &t giorg gr S|
farfaaTar T FF F e I TSE 0T §EdT &1 Iood FeTT|
199, FET ATATIT TTTAFHT Toheft AT 0T Tl T TATIT HT T S [T T LT
Tt Faerar AT fOrRTardt &1 ST T TRl ATS T STTATI AT iy 70 |, TR eha
=tk za W % TRt e 7 SquTaT A § STEEA LT g Al bl T AT JTTeeha,
TEERd SATh &I, Fls <Ll T Al FHLA HT HILOT GdTT T Tk AGHL SFH, FHIO HT
Soot@ FId gU UH fortea smeer gy, 399 gatdq awft ar B e g & d9g &
wWﬁEWWWWWWWﬁW%WW
EY |

3. I FawT it ol ST 9, 7.9, 6 F THATT ge ° gareq qreeit § Fetortag vfefe siw

SIS ST EATIOT o SO, STt

7 Aol A= & Suray # fAffew | =7 [aat & a+ft ymaa g a7 F oeaehiw &
e gt & fam ot BT | ST et w1 g 37 st F e
i | - II= = 3iaeta ot So:

Ut ge | st f arfe & - B st
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oft & i 3 g shfew- Joft =@ giRed g2q
30 HEAT &T TAter TAT ATHT IF FIGH- 0T T
T 37 Sifew- ooft 7 et & oo 42 #7rg

ST % TETT THTE BT S0
SRIEL)
(e 19 34)
%.9. [T [ ATH
1, RETSEe grearetie s
2. RETSEd grearetis died
3 SRISEEREEEIE R
4. = faer e % ey aard e s i #iw e §
5.  [IEUH e
6. [FTUARTEZ
7. EREE]
8.  [ET AL F
9.  [ATEAT. Fe
10. [ HrHzH
11, B FATA
12, [FheT TE 8
13, [T IO ST
14,  [rafEE Teates giaeamas
15,  [TELT ITHO
16.  [oRM=H, H=IT ST T
17 B2l Z20EA A (FIT)
18. [F=H
19, [ T
20. TSR 3fEw
21, [ereaterRer oo
22. [FQA[TET HeE O
23.  [BiT qRTEre AiegeE®
24, [FEgATESI (1 SHELT 2021 F THTET)
25. [ AT S qin (1 STHa<T 2021 & THET)
26. [FLEMHIET (1 SAa<r 2021 F THTET)
27. [RfSee amidier (1 S9at 2021 & g9Th)
28. @t yearraer sedT T g SuEwr (1 398 2021 & TATET)
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29. [T TR IR (1 319 2021 & TATET)

30. [UHIATTATS ITHIIT (1 37T 2021 T TATH)

31.  [ETHrEfeeed (1 %4 2021 | THTET)

32. M ITHIOT (1 S 2021 F TATAT)

33. |- HefiT (1 31T 2021 & wATEAT)

34. [ETEfatEm wefle (1 319 2021 & wATET)

35. [T gooiT wrforeRT AT (1 31t 2021 & TAqTAT)

36. [=fcar g fRew, 2017 # faffate ferEmrs 7 fedras

37.  [HoIETSE ITHIOT (1 qEE< 2020 T TATET)

[T, 7. 11035/281/2018-Ssmes]
1. AT & WUST, S di=d
feroqur « e e Fem, 2017, TSta & sfe@ar 9. aran[. 78(3), aa 31 s=adT, 2017

T T 60 0 o S srfeeg=ar |, |qranf. 787(), aiE 16 sreFgaw, 2019 31T
sfaaa: "enfera fro o o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 11th February, 2020

G.S.R. 102 (E).— Whereas a draft of certain rules further to amend the Medical Devices Rules, 2017,
was published as required by under subsection (1) of section 12 and sub-section (1) of section 33 of the Drugs
and Cosmetics Act, 1940 (23 of 1940), vide notification of the Government of India in the Ministry of Health
and Family Welfare (Department of Health and Family Welfare) number G.S.R. 797 (E), dated the 18th
October, 2019, in the Gazette of India, Extraordinary, Part II, Section 3, Sub-section (i), inviting objections and
suggestions from persons likely to be affected thereby, before the expiry of a period of thirty days from the date
on which the copies of the Official Gazette containing the said notification were made available to the public;

And whereas copies of the Official Gazette were made available to the public on 18" October, 2019;

And whereas objections and suggestions received from the public on the said 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 the Drugs Technical
Advisory Board, hereby makes the following rules further to amend the Medical Devices Rules, 2017,
namely:—

1. (1) These rules may be called the Medical Devices (Amendment) Rules, 2020.
(ii) These rules shall come into force on the 1% day of April, 2020.
2. In the Medical Devices Rules, 2017 (hereinafter to be referred as said rules), after CHAPER III, the
following CHAPTER IIIA shall be inserted, namely:—
“CHAPTER IITIA

REGISTRATION OF CERTAIN MEDICAL DEVICES
19A. (1) This Chapter shall be applicable to all devices notified under clause (b) of section 3 of the Act
except the medical devices and devices specified in the Annexure of Eighth Schedule of these rules.

(2) The Medical devices referred in sub-rule (1) shall be registered with the Central Licensing
Authority through an identified online portal established by the Central Drugs Standard Control
Organisation for this purpose:
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Provided that registration under this Chapter shall be on voluntary basis for a period of eighteen
months from the commencement of this Chapter there after it shall be mandatory.

19B. (1) The manufacturer of a medical device shall upload the information specified in sub rule (2)
relating to that medical device for registration on the “Online System for Medical Devices” established
by the Central Drugs Standard Control Organisation for this purpose

(2) The manufacturer shall upload, -

(i) name & address of the company or firm or any other entity manufacturing the medical device
along with name and address of manufacturing site of medical device,

(ii) Details of medical device

Generic  [Model Intended (Class of Material of Dimension Shelf Sterile Brand Name (if
Name No. Use Medical Construction (if any) Life  pr Non registered under
device Sterile the Trade
Marks Act,
1999)

(iii) certificate of compliance with respect to ISO 13485 standard accredited by National
Accreditation Board for Certification Bodies or International Accreditation Forum in respect of
such medical device.

(iv) undertaking duly signed by the manufacturer stating that the information furnished by the
applicant is true and authentic.

19C. After furnishing of the above information on the “Online System for Medical Devices”
established by Central Drugs Standard Control Organisation for this purpose by the applicant’s,
registration number will be generated. Manufacturer shall mention the registration number on the label
of the medical device.

19D. (1) Any person who imports any medical device referred in rule 19A shall upload the following
information relating to that medical device for registration on the “Online System for Medical Devices”
established by the Central Drugs Standard Control Organisation for this purpose.

(2) The importer shall upload, -

(i) name of the company or firm or any other entity importing the medical device and
specification and standards of that medical device,

(i1) Details of medical device

Generic Model Intended (Class of Material of Dimension Shelf Sterile Brand Name (if
Name No. Use Medical Construction (if any) Life  pr Non registered
device Sterile pnder the Trade
Marks Act,
1999)

(iii) certificate of compliance with respect to ISO 13485 standard accredited by National
Accreditation Board for Certification Bodies or International Accreditation Forum in respect of
such medical device.

(iv) Free sale certificate from country of origin.

(v) undertaking duly signed by the importer stating that the information furnished by the applicant
is true and authentic.

19E. After furnishing of the above information on the “Online System for Medical Devices”
established by the Central Drugs Standard Control Organisation for this purpose by the applicant’s,
registration number will be generated. Importer shall mention the registration number on the label of
the medical device.
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19F. Central Licensing Authority may verify the documents at any point of time and investigate quality
or safety related failure or complaints. The Central Licensing Authority may, after giving the registrant
an opportunity to show cause as to why such an order should not be passed, by an order in writing
stating the reasons therefor, cancel the registration number or suspend it for such period as the Central
Licensing Authority thinks fit either wholly or in respect of any of the medical devices to which it
relates, if in its opinion, the registrant has failed to comply with any provision of these rules.

In the said rules, in the Eighth Schedule, in the table relating to exemptions, after S.N. 6, the following

entry and Annexure shall be inserted, namely:—

7 All medical devices except those specified
in the Annexure of Eighth Schedule.

All the provisions of these rules subject to the condition
that such medical devices shall be registered under
CHAPTER IIIA of these rules:

Provided that such exemption shall cease after a period
of thirty months for low risk - Class A and low moderate
risk - Class B and after a period of forty-two months for
moderate high risk — Class C and high risk — Class D
devices, respectively from the date of this notification.

Annexure
(See rule 19A)
S. No. Name of the device
1. Disposable Hypodermic Syringes
2. Disposable Hypodermic Needles
3. Disposable Perfusion Sets
4. Substances used for in vitro diagnosis including Blood Grouping Sera
5. Cardiac Stents
6. Drug Eluting Stents
7. Catheters
8. Intra Ocular Lenses
9. I.V. Cannulae
10. Bone Cements
11. Heart Valves
12. Scalp Vein Set
13. Orthopedic Implants
14. Internal Prosthetic Replacements
15. Ablation Devices
16. Ligatures, Sutures and Staplers
17. Intra Uterine Devices (Cu-T)
18. Condoms
19. Tubal Rings
20. Surgical Dressings
21. Umbilical tapes
22. Blood/Blood Component Bags
23. Organ Preservative Solution*
24. Nebulizer (effective from 1 Jan.2021)
25. Blood Pressure Monitoring Device(effective from 1 Jan.2021)
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26. Glucometer (effective from 1 Jan.2021)

27. Digital Thermometer (effective from 1 Jan.2021)

28. All implantable medical devices Equipment (effective from 1, April,2021)
29. CT Scan Equipment (effective from 1, April,2021)

30. MRI Equipment (effective from 1, April,2021)

31. Defibrillators (effective from 1, April,2021)

32. PET Equipment(effective from 1, April,2021)

33. X-Ray Machine (effective from 1, April,2021)

34, Dialysis Machine (effective from 1, April,2021)

35. Bone marrow cell separator (effective from 1, April,2021)

36. Disinfectants and insecticide specified in Medical Devices Rules, 2017
37. Ultrasound equipment (effective from 1, November, 2020)

2

[F.No. X.11035/281/2018-DRS]

Dr. MANDEEP K. BHANDAR]I, Jt. Secy.

Note : The Medical Devices Rules, 2017 was published in the Official Gazette vide notification number G.S.R.
78(E), dated the 31 January, 2017 and last amended vide notification number G.S.R. 787(E), dated the
16" October, 2019.
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