T €. S1.ue.- 33004/99 REGD. No. D. L.-33004/99

JIITd <ISiv4d
Che Gazette of India

.5 -3.Te1.-31.-12102021-230365
CG-DL-E-12102021-230365

ETITIOT
EXTRAORDINARY
AT | |—E7e 3—=7-97% (i)
PART I1—Section 3—Sub-section (i)

TR & TSI
PUBLISHED BY AUTHORITY

T. 587] 7% Taeetl, ST, SERET 12, 2021/3TRaw 20, 1943
No. 587] NEW DELHI, TUESDAY, OCTOBER 12, 2021/ASVINA 20, 1943

ey 3 TRA FedTor HITE T
(FaTeey iR TR FeaTr )

CIPECET
e faeelt, 12 srerqa, 2021

qran[. 729(37).—=frcar e W, 2017 &7 ST Geed #2 & fou &wfaag {8 5
Feferfera aTea, o e TehTe ruier Tt GadATgHhTT are & TOHe 9 ufd e yoras qarRf
gfarfa=rm, 1940 (23 F 1940) FT & 12 FT ITATT (1) 3T 417 33 FT ITLTT (1) FRT e ARl F7
TART FTd gU, TEE FILT THATEA g ol SHTAAT ATl T ATHIT o0l SR o (o0 TR oham Sram
Y TAEET AT &1 STl ¢ o6 3%a 9= [{aAt o2 39 ara & 919 &1 6t srater a8req g 9% 1
ST are A= T ST o arieg #r 59 TTE {EE arer 9 aeras i Ii0dT SEar # Suers

FLTE STUT
Feal T T FIT 9 ey safe & sfiae et o =t & 9T g arett st sfiT
AT 9¥ fF=me B st

AT ST AT, AR FIL g, aF Ta7 gi=g, (3uter), Taresy sfiv TRa edr G, e
TCHRTY, FALT |, 434, € &, fFuior qe=, 92 et - 110011 =7 si¥foa fBFar SiTo st2ram drugsdiv-
mohfw@gov.in T -7« T 10|

5819G1/2021 )
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FIECRER L)

(1) (1) == ==t & ST gie (.. F5era) =9, 2021 FZ1 ST
(2) T W, & T sr=raT fafAfae 7 21, TS § =9 Sifa| TaTe it ar &l THAET g

(2) Tt gie Mem, 2017(5F =698 =8 T49Tq 3 Ha| Fgl 147 8) #, 9% 199 & 3ufaaw (2)
o, HE (jii) F T H, FHferiad Teeq 3T IHRT SIS 0T T haT STORM, Srefid:—

“Ferd T sreaga 30 7FaY, 2021 | 98 Uah TAT TEIT FaT g [ adash 22 7%, 2022 & Ig
A 199 % IUAFH (2) F @ (jii) § 79T FTT SATATAT THIT T & S 97 Auae 13485
STHTOT I TS T R A7 U STATAH ISR AT giord i STut 7 31 7, 2022 TF 24T
SFHTEETT T VAT S 0as THI 9 ST Fed il qird, ST 7 9o g7 T & (o7 ae TgaT|
I Grord SAATTH IS{ 20T HeAT T I2¢TT o oI e T

TS HLOT- Fag F THTTE & oIy, wagnr =fud B srar g & var smsuasr 13485 yHror =
ST T TqH | §afda a2 977 & a8 31 #%, 2022 & 98 9Ted dgl (AT 1T g ar
st dsfrweor g gt R famr asf sgeat & foro w7 |w=Ar srowm”

(3) = w ¥ R 197 ¥, "Teder %A #T oo FOT” aeal & e a¥ Aefera e,
FEAT T 3 TG STUA, AT —

“f% TaT Fifea 21, 31 WS, 2022 9% fi rater % forw gshisor dear srorar sefay dsfisor wer,
ST off ATHEAT BT, T Iooi@ FY| IHF 978 Tg THT TS 07 Tt & forw srfeamd g |

(4) S I % w199 ®, IURAw (2) F 9% (i) F 0T §, Mufcied aawgs T IHHT ST Hr
orTtarer foRaT ST, Sterta—

“Ferd T areage 30 7FaY, 2021 | 9gel Uk TTIT TEId F2aT g [ aaash 22 7%, 2022 & Ig
A 199 & UfHaw (2) & @< (i) § TIT HIIHT TAITAT THIT T F £ITH I¢ AU 13485
STHTOT I TS FT R A7 U STATAH TSR0 AT giora il STusft S 31 7, 2022 T 74T
SFHTEETT ZIRT UHT A 0E3 Y917 I ST Fed il qrg, ST S 92 g7 I & o7 Je LTl
SFT GIOTd ST TAH GSTTehoT HEIT THT IZ9AT o forw ey T

TS HLOT- Tag F THTETE & oIy, wagnr =fua B sar g & 04T smsuasr 13485 yHTor 0o
SHAET g1 Tqa § Hai9d o9 9 & A9 31 9%, 2022 | Ig VT Agl (AT S[1ar g ar
FATAH ISR File gaAT QU fomT a9t Szeat & forg w7 a5=r Sruan)”

(5) =% Em ¥ w193 #, e @' #T oo wOT” aeal & e a7 Aefer o,
FETT 3T 3 TG STUA, AATT—

“wfe vET Fifed g, 31 |, 2022 T it 7afer oy dsieheor ST STqaT deiay gsiisheor §eT,
ST off ATHAT BT, T Iooi@ F¥ | ITF 978 Ag THT IS 07 gt & forw stfeamd g |
[®7.5. Ta.11014/12/2018-3731T]
=T, LT % AU, §Fd 9ia
feroqur: Frfercar gfte Rm, 2017, Toto= § stfeg=eT . aran[. 78(s0), ada 31 S=adt, 2017 T
TERTTIAT T T o ST Stter=eT &, anFLM. L. (3), I . g7 it \entea
T o
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)

NOTIFICATION
New Delhi, the 12th October, 2021

G.S.R. 729(E).—The following draft of certain rules further to amend the 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) and
in consultation with the Drugs Technical Advisory Board is hereby published 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 seven days from the date on which copies of the Gazette
of India containing these draft rules are made available to public;

Objections 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 Regulation),
Ministry of Health and Family Welfare, Government of India, Room No. 434, C Wing, Nirman Bhavan,
New Delhi - 110011 or emailed at drugsdiv-mohfw@gov.in.

DRAFT RULES

@ (i) These rules may be called the Medical Devices (......Amendment) Rules, 2021.
(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 to be referred as said rules), in rule 19B, in sub-
rule(2), in item (iii), at the end, the following Proviso and Explanation thereto shall be inserted,
namely:—

“Provided that in case the applicant submits, on or before the 30" November, 2021, an undertaking
that applicant shall obtain the I1SO 13485 certificate on or before the 31% May, 2022 in lieu of
certificate of compliance as referred in clause (iii) of sub-rule (2) of rule 19B, a provisional
registration number shall be generated which will remain valid up to the 31% May, 2022 or the date
on which the applicant obtained such ISO certificate whichever is earlier. The said generated
provisional registration number shall be valid for all purposes.

Explanation.— For the removal of doubt, it is hereby declared that in case of such 1SO 13485
certificate not obtained before the 31% May, 2022 as per undertaking referred in the Proviso by the
applicant the provisional registration shall be deemed to have been cancelled for all purposes
without any notice.”

(3) In the said rules, in rule 19C, for the words “shall mention the registration number” the following
words, letters and figures shall be substituted, namely:—

“may, if so desired, mention the registration number or provisional registration number, as the case
may be, for a period up to the 31% May, 2022, thereafter it shall be mandatory for all registration
holders”.

(@) In the said rules, in rule 19D, in sub-rule(2), in item (iii), at the end, the following Proviso and
Explanation thereto shall be inserted, namely:—
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Q)

“Provided that in case the applicant submits, on or before the 30" November, 2021, an undertaking
that applicant shall obtain the ISO 13485 certificate on or before the 31% May, 2022 in lieu of
certificate of compliance as referred in clause (iii) of sub-rule (2) of rule 19D, a provisional
registration number shall be generated which will remain valid up to the 31% May, 2022 or the date
on which the applicant obtained such ISO certificate whichever is earlier. The said generated
provisional registration number shall be valid for all purposes.

Explanation.— For the removal of doubt , it is hereby declared that in case of such 1ISO 13485
certificate not obtained before the 31* May, 2022 as per undertaking referred in the Proviso by the
applicant the provisional registration shall be deemed to have been cancelled for all purposes
without any notice.”

In the said rules, in rule 19E, for the words “shall mention the registration number” the following
words, letters and figures shall be substituted, namely:—

“may, if so desired, mention the registration number or provisional registration number, as the case
may be, for a period up to the 31* May, 2022, thereafter it shall be mandatory for all registration
holders”.

[F.No. X.11014/12/2018-DR]
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. ...
(E), dated the ............
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