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qr.H1./4.188(31).—=frcaT ik s, 2017 &7 i worred #x & foro swfau FHaat &
eferfaa =T, S8 g T ATTfer TRt TATgRTT are & TrHel § AT T TqreT art
afarfaaw, 1940 (23 & 1940) T 91T 12 S 1T 33 T T& A<hAT FT TN FXd gU, THE G
TATIT i it FATAAT aTer FHT SFREAT T AT % o yarferd fmar siar € & vagger
AT &F AT § o6 ST ST T 9% 39 qrE | o9 &A1 d srater g9req g 9% AT 396 918
o= T SToeT S e T 39 e EHT e s a & OS9s di Iiadt S\ar #i 3uee
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Sud AfEe srafer & dae Bl FF sfe & ame g aret sruft sie qEmet 1w e
T gTe fa=e faT sroe;

AT T qATE, T FI2 gl, a5 Fa< gi=a (uld), @ 3T 9ar #a17 537,
WIRT HRTE, FHLT G, 4140, < &, fFmtor qa=, 93 fGeeit-110011 &7 sfva fBrar s srrar
drugsdiv-mohfw@gov.in 9% -He fRaT STl
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2. f=farar e F=w, 2017 % afifre #, w7 UHet - 10 ¥, “TsF A=A el aear &
T O “HE T AT AR ore qiaerioe B o

[®T.0%E 5.11014/31/2018-T3T]

feoqor: =T Swseor A, 2017 sfeeg=eT | |, &1, [, 78(), aE 31 s=a<d, 2017
R ARG & TS § yEa e w oo s sfdeEer g ananE. (31),
Jrig....... T sifaw a7 "erfara fow o o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 6th March, 2019

G.S.R. 188(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 after 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 or after the expiry of a period of thirty days from
the date on which the copies of the Gazette of India 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),
Ministry of Health and Family Welfare, Government of India, Room No. 414 A, D Wing, Nirman
Bhavan, New Delhi - 110011 or emailed at drugsdiv-mohfw @ gov.in.

DRAFT RULES
1. These rules may be called the Medical Devices (......Amendment) Rules, 2019.

2. In the Medical Devices Rules, 2017, in Appendix, in Form MD-10, for the words “State
Licensing Authority”, the words “Central Licensing Authority” shall be substituted.
[F.No. X.11014/31/2018-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 the 31* January, 2017 and last amended vide notification number
GSR............. (E), dated .............
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