T Ho o TA0-33004/99 REGD. NO. D. L.-33004/99

The Gazette of India

STHTEIRUT
EXTRAORDINARY
9T [I—EUS 3—3U-WUE (i)
PART II—Section 3—Sub-section (i)

IRt | YehTTa
PUBLISHED BY AUTHORITY
| 264] =% faoett, @maR, e 22, 2019/A9TE 2, 1941
No. 264] NEW DELHI, MONDAY, APRIL 22, 2019/VAISAKHA 2, 1941

e R 7RER Feamor s
(FaTeey 3T afET Fearor f{wmn)
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T faoett, 18 a1, 2019

gr.afA. 318(31).— et zfte faw, 2017 &1 i weitem weq F forw st et w1 are,
Srofer T et ATaY srfafaEE, 1940 (1940 T 23) Y & 12 FiY ITET (1) i< & 33 Fi 3T
(1) T STAATIETE A o TSI, ST, AT 1L, T 3, IUEe (i) § A Gh1E % Ty di qhan
FATT HATAT (FATEST T TRATE FHeATIT [G9WT) T ATE=T qedih ar.H1.4. 1187(37) g 7 fTHaw,
2018 FTT YT AT I o7, forad 39 a9t =af<rat &, 5o 389 TATEd g il 9799 ¢ 39 a9 ¥,
ST I STTER=AT ater TrsTa= T STAaT STHaT 1 ST FT &F FATdT g, 39 g F oo & &t srafer i
TUTT 1 Tgel AT ST qATS T T,

S STTaT it T S gt 8 fawew, 2018 Fr 3uerse #T &t e off;
3IY 36 AT 02 AT & G AT ST gATET U g a1 fe=e A

AT, T hald TLRTL, ST T T Ay Aferf=ag, 1940 (1940 =1 23) Fi &mr 12 37 917 33
FTRT TaT QTTRAT T TINT FXd gU SATUier e ol GATgehe ale | TXHel e & Terq =i 7w [,
2017 T 3ii¥ e e & forw Meforted Fae sardr , sraiq -

1. (1) == TafF==t = "t am ST gite (e deree) Fem, 2019
(2) T TSI | Ik THTIA 0l ARG Dl TG i |

2. Tt gite faw, 2017 (& =08 =8 Tamq S fFem e @7 8) & e 91 7 "S5 e
TTTErRTEY 0" QTaal & TTq "3’ T 3f7 &t = ferfeheat gieat & forg qom =t ‘% T a1 = fafar
iRt % o T SIeTIe ISR i oreR st e 3R ST |
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3. I el it gEdY STEAT °, A, AT ST T yHTIS % forw ey £ | gatea
aroolt # w0 Tedr 51 % are, w69 (3) § fafers” eres & wumer a "goft " erss @t STUAT |

[T, &, T, 11014/29/2018-$317]
=T, AEIT F qUSTL, Hg<h 9

feoqur:— F=rfehcaT gih Faw, 2017 SfeRg=aT |, 78(3T), A 31 SHa<t, 2017 TS9= § SHiera e 70 o
S srfergEeT . |11, 224 (31) aréra 18 |1+, 2019 51T sifaw are Fenfaa fBro o 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
7t 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 gh 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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