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e A IRAT F 107 G319 T
(FaTe= S qiRET Femr fawm)

EIEE G

T2 feetl, 11 w2a<t, 2020

LA, 102 (3).—=fFr g Fem, 2017 #1 &iw dovgs w1 % oo swfaas [t
TTEY, ATer T TEre arady fafa=m, 1940 (1940 =1 23) Fr amer 12 FT 37T (1) < &
33 T ITLTT (1) T ATATATE AT o TSI, STETTII, AT ||, @< 3, I3TEE (i) § 9= ILFHT &
AT AT TRAT FET HATAT (FATES A TETE FHEAT0T (oanT) & Sfeg=er aedqi® q1.%7.M.
797(3), AT 18 3TFgav, 2019 T YA fohar war o, e 39 9+t =xtat &, S 399
TATHAT Bl TATEAT & 39 arig o, et I ATSg=aT F7 Sqfas w3 arar o= of Jiaam
SAAT T ITASH FT &F T2 o, I JIE | T o &¥ srater it GarH § gl AT {7 A9
A fa o

T I TSI T TIAAT STHAT &7 18 sT#Fga<, 2019 FT Juersel FIT af TS off;

3T, T AT G S AT 9T SIAaT & YT Arerd) e gAra 92 f@{=m & o @ g;
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qd:, AT hald GLRTL, AT T AT AT Ata=ae, 1940 (1940 1 23) ¥ &mT 12 3T
1T 33 FTRT T& oTRAT HT TANT FLd gU AT Ao o] TATGHIT dTe & TIHET FIA % TAT
ferfercaT Ffr A, 2017 T T derrg 3 & forg Mefated [ aqmdt §, aaiq-

1. (1) =7 et 7 w@ferm am FfET gie (Gerrae) =, 2020 2 1
(2) T F=\ 1 =%, 2020 T TGT ZT |

2. TrfercaT Fies W, 2017 (59 =8#1 29 727 3 (HIH F201 7471 ), | Steqm3-11 F 99979,
fAeferfea steam-1llT =i sia-eafoa B ST, sraq-

‘e -1l
i FrferaaT gieat &1 T

19 . (1) T2 AT F=fercar RAAT 3T 39 A & ameat aqa=t + suray # fafafas
et & FEm afafaay it g 3 % 9@ (@) F 7w Afgi=a v 78 T4 et 9% any
LR
(2) 3u-fFm (1) # #w=fa =@ gRet &1 =" Aoy qes [{Eaer @ e grr =9
T & o warfug o 0 uF SAfHETa AAAreT 9ed & "R H heRld SqAraT
TR H TSEEhd o SITUAT:

T, TH ALATT F AT TISTELIHT0T TH TLATH o TATAT 2 F TERG Al i AT F
forT =3t~ See 9% T AT IHF I9ATT T SASATIH T

19 @. (1) fefrcar Fiw =1 AfFwTar =i srafe a9 [T @97 gT =9 99 & form
FTIOT T TS ST fHTehedT R T 9% TSRl g 39 (=iehedT Ih o Hataq
- (2) o fafRfEse sy &t staere

(2) fafRmtar sruerre F3,-

() TfrcET g F et e % 9 s gq @f2a T giw @Rt o ar w5 =T
1% A= T 7 7T T T

(i)  F=fercaT g =1 Eawr

SHRF | Atew | srorfaa | RfFer | [Jwior | s | Raer | SfenEe | e qw
I | Hear | swEnr | gie | A @@= | g gATTE | (AR T=
goft | wT | w T
21) et
1999
aefT
D
)

(i) ST T B TS AT 1€ AT AT T B g v et i
= Hag § U M0 A user 13485 HIHH AT AATAT THIOT 97 |

(iv) Tafamtar g fEfaeq eearaia =o Seoa 1 a=qey & sraes g &1 T e
T ST TTTioTe 2
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197, FETT AT HATAH FIT T GRT TH TS & 0 70T siqarsd e I

TUTSAT” 9% MA@l G IUFd gadT QU JATH & q1% TS Jear giora gr S|
fafawTar T IRE % e 92 TSTEEHor § T T Iod HT

199. (1) F=w 19 = # #afq Ff e gRe &1 aama # amer e 9 =36
TR g 39 =iehcaT e § Hafad Meroied STl $5d Arate 7 =2

TS ZIT 30 TSI o (o0 ST ‘ATATe (= hedT Zih TUTS 9 ATATE HGT
(2) ATATASF TIATS F T -
(i) =TT IiRE AT AT FIT aTAr /AT IT FH AT Kl =T T &7 97 T 39

T gie % AfAger siw A,
(i) TafereaT giw %1 fEE=r

Safw | At srafaa | RfEter | FAwo | smamwm | Ryt | SEmge | g 9w
GIE:) T STANT | g A | # RIES arg AT | (AR ==

ot qrEnEt | S AN AT
arferfaa,
1999 =

e
?ﬁﬁ%

(i) ETO T B TS AT A1 A7 SAETSE T YA B 5T U R
<k & oo § {3 T SrEuset 13485 AIAF T SATATAT THTT 9 |
(iv) T o1 7 e fosre smmor o=

(v) SETaE T AfEaq geareid 6 Sedd & Jaqad o saaad gIT &l 5 SATAaHTr
T AT AT 2

19T HET SATUTEr AT HHA0 HM5T FRT 6 TAST % (o0 ST Aqare father gh
U U2 STEEHT ZIT ST TR QU ST o THTd TIoree (207 §edT giorg g STt
fafawtar fafere 3w & e 9w T Her w1 3ea F:am)

199, FEIT ATATIT TTTAHLT Tohelt AT FHT TA@l T TATIT HT HBAT ST orar AT GLEAT
et FARerar a7 fAwrat it ST= 7 T TS FR 1T SATATAT T sl 17§, Toreaiahd
=<k = e F B TEgm w7 aqued 3T H SR @1 8 Al FarT TSI ATiEEe,
TedFa =RE F, FIe ML IR AGT FA T HILOT G HT Uk AGAL IhT, FHILON HT
SeE FIA U UH forfed araer g, 399 "qataq adft a7 et Ffeer gtw F 99 F
ﬁﬁw@ﬁwm%wmﬁwmmwﬁﬁm%ﬁt%ﬁﬁ
£ |
3. I FaHT it Arodl AT #, 7.9, 6 F THTT ge ° qatad qaoi ¥ At giatE 6w

IUTEE S FATIAT fohTT STTUAT, AT -

7 Al AEET & Sutay ® ARy | 3w [t & adt araeme = od F eefiw R e
FafercaT gt & fam o ST | e giet w1 dSedsr @3 R F e
7 | - |II= % sfanta Rt ST

UHr ge = AfdgEer it e 7 - e Sfew
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it & 3% [ AT Siew- 9ot @ et 3q
30 HEIAT T AT TAT AT I STTEH- AT 7
e IF SIfew- aoft 7 g & foro 42 wrg &

AT F TETT THTT gl SATU |
SEIEE]
(R 19% =)
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4. == faer e % fore e ward e sore i ey anfeer
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6. [FTUARTEE
7. [
8. [T WMFAT AR
9.  ETEAT. Fem
10. [T HTHEH
11, EEEFATA
12. [EFeTFEHe
13, [TATHTRSF T STERTOT
14,  [FrERE TEafes giaeamTs
15,  [TALT ITH
16.  [forr=d, g9 Y 2T
17, [E2T T2omea IRF (Fi)
18. [
19, [ =
20.  [AfSer SR
21. prEEfEd o |
22. [FA[ET Hed O
23. [T fiwers AiegerT*
24,  [FEgATESI (1 STHadt 2021 § THTET)
25. [ =TT ST ATRF (1 A 2021 & wrare)
26.  FIEMHTET (1 SAar 2021 § TATAT)
27.  {RfSreer satte (1 st 2021 & warh)
28.  [@ft weATOraer Seeft et e ITETr (1 35 2021 F THET)
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29. [T T IUHLOT (1 379 2021 | TATAT)

30. [UHATTATS ITHL (1 30t 2021 & THTAT)

31. [Erwrsfeced (1 39 2021 F TATAT)

32,  [MEET U (1 319« 2021 | TTET)

33.  [uEm-¥ Hefie (1 erder 2021 | TATET)

34. [EraferfEE e (1 a9 2021 | TATET)

35.  prfRer aoorr wrforsT Aot (1 srder 2021 & TTE)

36. [T gie =w, 2017 ¥ fAfAfase femEmers 7 fiedrrs

37.  RIeEmETSE TR (1 Faa 2020 & THTeT)

”

[T . 7. 11035/281/2018-ST=mvus]
1. AET % IUST, HFT ara
ooy« Ffercar gixe M, 2017, TSta= # stferg=ET &, | [, 78(sT), A 31 =&y, 2017

FTT RIS forw 17 o sfe srfergeaT |, Ananf. 787(3), aa 16 sreaw, 2019 T
sifaaa: wenfera o 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. (i) 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 111, the
following CHAPTER IIIA shall be inserted, namely:—
“CHAPTER IIIA

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, -

(1) 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,

(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 fpegistered under|
device Sterile fhe 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,

(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
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 1IIA 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
l. 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. L.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)

29

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

Dr. MANDEEP K. BHANDARI, 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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