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Ffer=T
% faeeft, 18 w4, 2019

ar.&1.[. 224(3r). =TT e =W, 2017 F7 ST Soed Fad & o0 wiaaq e 71 9=,
Aot ST wETHH AT orfar_ay, 1940 (1940 1 23) fiY ey 12 #t ITUTT (1) AT gy 33 #ir
ITYTT (1) T AAATETE AT 6 TSI, STETLTOT, 97 00, @ 3, IT-T< () § AT TR F FaTeey oY
TATE FHET HATAT (FATEST 3T TRATL FHedT9 (90T it Afeg=er . a1.%71.1. 660(37), TirE 19 JTs,
2018 T WRTrera FohaT T o, fSaw 39 a9t satnat 7, S S9& wariad g & 9737 §, 39 arg
q, ForeeT Ioa ATee@=aT 1 Sara s T arel ST 1 TTaaT SIHETem w1 I9ees #3775 o, 79 faq
AT o SAATT & qd, AT T AT AT 60 77 o,

3lIY, I SATEGEAT &l SAATAY FEA AT AT T TAIT STAATLTIT HT 21 AT, 2018 FHT ITAH FT
e of;

#fiY, I TRt 9% STEETETI | e SERTE G (A A o 1T RIS Smed Ar qEe Oy a5
gy,

AT G, Feald TR, SOt T yaree aradt srfafaas, 1940 (1940 =1 23) &t &mr 12 3%
ST 33 ETRT Uacd <Rl T TH0 Fid g, SAT(e Thelenl TATaRIL are | TAel F % qeard, FH=iwar
Ffr =, 2017 1 i Hered w1 F oo Aeatetea Fam aardt 8, srata-

1. (1) =7 ===t #1 "tera am e I (Fa geree) =, 2019 2
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(2) T TSI | Ik YT 0T AT il Tged gl

2. Frfehear i< F=m, 2017 &, Ti=6Et Se=T |, ST 'F' &f 91l 7,
(®) TafrcaT gitr "wemm” =i zaa gataa gfafeet & @ (1), (2) @ (3) § wfafeai & e 1,

ST LRIEL A% WY Ty TATEIe arer  quid:
EENEEEES
LEL] qF T ey TEEe arer g
EENEEEES
T [0 HATHTT a1
IR e el W%ﬂ'”

(@) TR IiRe "aed STEET" oY Ta| gated Tareai & aed (1), (2) 3% (3) § vEtedt & =&+
w7, fmferfea afafet i sy, srafq:-

“FETTA AT %‘F@p‘r gifaw wrerfass ot 9"

[®T. §. Ta-11014/17/2018-31=17]
=T, AEEIT . UST, " ae

feroqur: o e stferg=mT st 78(3), A 31 S9asy, 2017 5T 9T & 9O # TRTie T o
S srfergeT s 91.#7. 1. 30(31), ard@ 15 s\ast, 2019 g sifaw a1 wenfaa fahg o

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

G.S.R. 224(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 660(E) dated the 190 July, 2018, in the Gazette of India,
Extraordinary, Part II, Section 3, Sub-section (i) by the Central Government, inviting objections and suggestions from all
persons likely to be affected thereby, before the expiry of a period of thirty days from the date on which copies of the
said Official Gazette containing the said notification were made available to the public;

And whereas, copies of the Official Gazette containing the said notification were made available to the public
on the 21* July, 2018;

And whereas, no objections or suggestions were received from the public on the said rules for consideration 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 Device Rules, 2017, namely:-

1. (1) These rules may be called the Medical Devices (Second 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, in the Fifth Schedule, in Annexure ‘A’, in the Table,-
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Note:

(a) for the entries relating to the medical device “Condom” and entries relating thereto in column (1), (2)
and (3) thereof, the following entries shall be substituted, namely:-

“Condoms Compounding Well ventilated area with neat and clean

environment, free from dust and other particulate
matter

Moulding Well ventilated area with neat and clean
environment, free from dust and other particulate
matter

Vulcanising Normal Air

Primary Packing Air Conditioned” ;

(b) for the entries relating to the medical device “Surgical dressings” and entries relating thereto in

column (1), (2) and (3) thereof, the following entries shall be substituted, namely:-

| “Sterile surgical dressings | Final Primary Packing | 9. |

[F.No. X.11014/17/2018-DR]
Dr. MANDEEP K. BHANDARLI, Jt. Secy.

The principal rules were published in the Official Gazette vide notification number 78(E), dated 31* January,
2017 and last amended vide notification number G.S.R. 30(E), dated the 157 anuary, 2019.

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064

and Published by the Controller of Publications, Delhi-110054. Digitally signed by
MANOJ KUMAR MmaNOJ KUMAR VERMA
VERMA Date: 2019.03.19

21:55:12 +05'30'



