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e 3 TRETE Fedmor G
(FaTeey iR TRET< Fearr faem)
I Ll

T2 feeett, 18 ST, 2022

Tt 19(37).—fraar 7fr Faw, 2017 #T & Gerre #3 F forg wfaay [t #7 9rsy,
Arafer ST yoTe" ArRiT fafaad, 1940 (1940 &1 23) FT amT 12 FT IT-9TT (1) ¥ gy 33 &
ST-gTT (1) T 79T quferd, e AT & Taresd ST IRE FA1 §AeyT (Fares Y aiar
FAT fasmr) & fag=aT 9. anEn[. 729(3), M 12 @y, 2021 FRT WA & e,
FETYTIOT, 9T |1, @< 3, IEe (i) § Tariora o wam or, e 39 ot safeat &, e se gt
B T AT g 39 A &, SEar IFq ATS=AT Seafa g FT aTell TSI il TAdT STAdT &l 3TAse
27 &1 T oft, AT &G i srafer F srae & 9= sa o e Arwtra Ghw o,

AT, I TS T AT 12 7agay, 2021 FT S9dT w1 ITsel LT o e o,
3T, I T 9 a1 § T A&7 AT GATAT T Hea1F GLhT FIET (A= FT o1 97 ;5

dA: AT, Fea T TCHTL, AT ¥ JoTee vt srferfaaw, 1940 (1940 =1 23) Y amT 12 3%
1T 33 BT Tacd Al FT AR FLd g0, 38 &= & 91 [ irofd aaeienl gerase are & q2rHet
Ut & ATET AT ST, et e e, 2017 1 "t #3 % o Aeferfa B aard g,
TATL—

333 G1/2022 Q)



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

1. (1) sferm 9 ) TR_9.—= A [emt v w@fery am S gie (@eorae) [, 2022 21
(2) T TSI § Ieh THTA T TG FT T ZiT1 |

2. Tt gt Fem, 2017(FF =a¥ =8 Tanq 3 Faw #7114 2) #, Few 199 & sufaaw (2) H,
7 (jii) % o H, FMefered qeeqh 3T IHHT TTSHI0 T EATAT AT ST, AT —

qTeq T Seas® 28 Wail, 2022 FT AT § Tge UF TRa= T&qd FdT g 1% saa® 31 7%, 2022 Fr
1 7 vgel Fw 199 F 3uf=aw (2) F @< (i) § T2 ST ST THIT 05 F T 9T A uaar
13485 THTUT I YTeq T R AT U FAATAH T weor FedT giord T STusft S 31 |, 2022 %
AT IFEATE FIT VAT AU THTT T TS FLA ol qIE, ST AT Tgl &I T o (o7 T T
I GIord SATTH TSTEe 0T AT THT IZ9AT o 1T 7 T

TSSO, — T & gHTA & fory, vagwr @it far Smar 8 & v smues 13485 yHTOr 9
IFHTETY BT Ui § "ai9d IE=d & aqare 31 7, 2022 F Ug ITed qg! FhaT S[Tar g a7 sfaw
ST 15 FAT U foar T 7ot & forw o aw=Ar srom”

3. 3 A w A 197 ®, "TREsr 5T T Seed R 9Tsat 6 w1 9Y Mot oes, stew
ST 3% T SATOT, AT —

“afz UaT FifeE g, 31 w2, 2022 9% fit sty F oo oo gt seEr sfow doedEr
TAT, ST AT HIHAT g1, T Sooi®@ e, IHh q12 T T Tt it & forg srfaard grm |

4, 3w =9 & [Fw 199 #, SUFIH (2) % 7= (iii) F dq #, FEfotag o i 39 s
ST ETod R ST, Srerid—

qeeq T A 28 Weadl, 2022 F AT & g U Ta= Y&qd Hdl g (% araas 31 7%, 2022 Fr
T & g (HFH 199 % IUFAH (2) F G2 (jii) ¥ TAT (AT STITAT THIT T o TTH IT AT THAT
13485 THTIT T AT T VT AT Ueh SAATAH LISTEe a0 §&IT Fiora &t Srusit s 31 7%, 2022 T
FAAT IFEATT FIT VAT STSUHAT THTT T ITOT FZA ol JILNE, ST AT T g7 T o (o7 T T
ST GIord A TaH TSR HeaT a4 3291  forT e T

TS HL.— Fag o THTTT & forw, wagmr =fua B smar g & var srusas 13485 Ao 95
SHHIEE ZT TiqH § Haf9a 9ia=d & e 31 |, 2022 & Ugd UTeq Agl {47 Srar g ar
FATAH TTEor &g g1 QU foar a+#t g9t & forw v a97&A7 s

5. 3 g F Faw 193 #, "Tedraor 9T 7 oo w4 9eal & 2 9 et oes, qew
31T 3% T SO, STATq—

Ffe UET Fited g, 31 ", 2022 T Fi At F forw T §eaT SqaET aeiay e
TEAT, ST AT HIHAT g1, &1 Sooi@ e, IHh a1% Tg T9T TR iahor it & forg srfaar grm |

[®T. 9. Ta.11014/12/2018-3t317]
T, AT % WIS, §3<h araa

feroqur : farfercaT e e, 2017, Toas # st 9. arFr.[. 78(3), arda 31 s=adt, 2017 31T
TR o T o S srferg=aT . 9r.Hr.. 918(sr), ardie 31 fegww, 2021 g7 Sfaw a1
Tonteara o o o
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi the 18th January, 2022

G.S.R. 19(E).—Whereas a draft of certain rules further to amend the Medical Devices Rules, 2017,
was published as required under sub-section (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. 729(E), dated the
12" October, 2021, in the Gazette of India, Extraordinary, Part Il, Section 3, Sub-section (i), inviting
objections and suggestions from persons likely to be affected thereby, before the expiry of a period of seven
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 said Official Gazette were made available to the public on
12" October, 2021;

And whereas, objections and suggestions received from the public on the said draft rules have been
considered by the Central Government;

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), with consideration that consultation with Drugs Technical Advisory
Board shall be held as per the provisions, the Central Government 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, 2022.
(2) These rules shall come into force on the date of their 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 28" February, 2022, 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 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 ISO 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”.

4, 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:—

“Provided that in case the applicant submits, on or before the 28" February, 2022, an undertaking
that applicant shall obtain the 1ISO 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.
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Explanation.—For the removal of doubt, it is hereby declared that in case of such ISO 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.”

5. 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. 918(E), dated the 31*, December, 2021.
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