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T R IREAT FeAT0r HATAT
(vaTeey S aRET wearor fawmr)

Fftr=aT
7% faeett, 18 /1, 2019

ar.#.[. 224(sr). =T gie =w, 2017 1 & Feree #21 F forg wtaer [=Er #1 9rsy,
Frafyr she vEree aTl sfafEE, 1940 (1940 #7 23) Ft ewT 12 #i SwEwT (1) 7 gmT 33 fi
ITYTT (1) T YT AT o6 TSI, FATLTI, A0 I, @2 3, IT-TE (i) § 9Ted TRt F Farey 37
THETE FETT FATAT (FATES 3T TRATT FeATor o) it stferg=mr /. a1, 660(37), arE 19 Jars,
2018 5T WRTTerd forar ar o, s 3 st satrat &, e 398 yariad g 6T 51T §, 39 anrg
, ot T srfereEmT it s e arer Troras it ST AT w 3uesy w7 AT, i R iy
AT 3 AT O, AT ST qATT A R o

Y, I ATSTAAT FT AT FTA AT TSI T TTAAT STHEATETT T 21 AT, 2018 FT ITAH 2T
e of;

Y, IFT FEHT 9T ST & Feal T G g A= e & O i e A1 g3 9 a6t

g
qd: AT, Feald ALHRIT, AU Y TATEA et A==, 1940 (1940 1 23) F & 12 37
T 33 FTT Yaed ATRAT T TN FTd g, AT Tohereht TATghTT are o TIHeT FHae & gearq, Fafehear
7 e, 2017 T 3 gerred v % forg feforfera e s=rdt €, stafa-
1. (1) =7 =t = "@tere qm i g (gaer gaaree) =, 2019 2
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(2) T TSI § I THTIH o0l AT Tl T g0

2. FerfercaT Af<r M, 2017 ¥, Ti=ET STgET °, ST F' H Aol H,-
(F) e gie e e Taa gafea stafeat & e (1), (2) 37 (3) ® Jfafei F = 1,

‘e LRISC] A A oy TAEI qEr quia:
Harfad &
= qE ST =g qFE A Qo
HaThad &
T R AT a1
grertae T aﬁ'ﬁﬁgﬁﬂ"’

(@) Tl gin "o SRRT o 3aw qated Traredi w4 (1), (2) 307 (3) # afafeai % s
w, Fafrtaa wateat vt ST, ser-

“FITTS 9T ST gfaw i ot 9’

[T, . TaF-11014/17/2018-St=17]
=T, AT o, HUST, HIFT araa

feoqur: g R stfergEmT Jer 78(3), A 31 SHEdt, 2017 FIT ATRA & WSS § T8 e 1 o
AT SAfergE=aT T g A, 30(37), A 15 S=a<t, 2019 3T sifaw a2 gentera fho w 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 19" 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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(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. BHANDARI, Jt. Secy.

Note: 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 15" ] anuary, 2019.
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