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ey AT IRE FTr /Ay
(TaTeey 3 afar wearor fawmn)

FfergEeT
< faoedt, 18 ard=, 2019

ar.#n.fA. 318(ar).— e gite e, 2017 &1 siw gemrem #3a % forw swfaog [t 1 yre,
Sty efe e ARl S, 1940 (1940 T 23) Hit 9T 12 F¥ STRT (1) T 977 33 Hi ITEET
(1) T FULATTATE AT F TSI, SETLOT, G, T 3, SUEe (i) § 9d Tt & T 37 9ham
FAT HATAT (FATES ST TATE FHedToT faanT) Fit sfeeg=a @egis arar.f+. 1187(37) aig 7 iy,
2018 g WaTtera foram = o, foraw 3 |t sateat &, e Se| Ta1ied g i §9T1eET 8 39 a9 ¥,
ST I SATERAT ATt o1 it Tt STaT &l ITe FT &1 AT 2, I a0 & i fae 6y sraver
THTE & I8 e ST T[T T T J;

S STAT T TS T IiAaT 8 fawaw, 2018 T Iuersey w1 af < o,
Y I TR O STHAT & YT S ST qRHATEl 9 FErT qvh g o= B

qq:, AT H T TERTE, SO S yaTee AT Aferfaae, 1940 (1940 F1 23) Y 9T 12 37 &mer 33
FIT Y& TR T TN 2 g0 SAOTer qoheiiehl GATghe are o T2rHel F:34  varq e 7w e,
2017 T 3T "ered F3d & forw Feterfaa R aardt 8, sraiq—

1. (1) == =i w7 wfer am R g (T w@eree) B, 201981
(2) T TSI § I TR T AT 7 Tqd 2i |

2. e gftr Faw, 2017 (B o =& waq 3% AW Fig1 74 8) & Faw 91 # "3 s
TTFErRTT " 9Teat o TAT &R’ T i =« = Frfrear gir & fore qor a9 &' i a1 g i
FiFAT = forT T SIaTae ety " oreq ST e e Sroar |
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3. I [HaHl it gE ATLAT H, ASATH, AT AT ST 0T STHTTIS 6 [orT e Hi g & dafaa
AT H Y §EAT 51 F 919, w69 (3) § "fafores” oveg F T a7 "goft i 9re TET ST |

[T, . Ta.11014/29/2018-13117]
T, AT F WUSTH, | A=

feroqur:— frfereaT 7f~r e, 2017 siftrEmT =, 78(30), A 31 Sw&<t, 2017 T & sehrforg o o
T srferg=eT |, AF.6. 224 () ari 18 w14, 2019 F1eT sifaw a1 Fenfea oy 7w o |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 18th April, 2019

G.S.R. 318 (E).— The following draft of certain rules further to amend the Medical Device Rules,
2017, was published as required by 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. 1187 (E), dated the
7% December, 2018, 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 8" December, 2018;

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 (Third Amendment) Rules, 2019.
(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the Medical Devices Rules, 2017(hereinafter referred to as the said rules), in rule 91, after the
words “may apply to the Central Licensing Authority”, the words “for Class C and Class D medical
devices and State Licensing Authority for Class A and Class B medical devices” shall be inserted.

3. In the said rules, in the Second Schedule, in the Table relating to “Fee payable for licence, permission
and registration certificate”, against serial number 51, in column (3) for the word “distinct”, the words
“category of” shall be substituted.

[F.No. X.11014/29/2018-DR]
Dr. MANDEEP K BHANDARI, Jt. Secy.

Note:— The Medical Devices Rules, 2017 was published in the Official Gazette vide notification number
78 (E), dated 31* January, 2017 and last amended vide notification number G.S.R 224(E), dated the
18" March, 2019.
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