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TATEST T TIATL FHedToT HATAT
(e 3 afEr Feamor fawmn)

FfegEeT
g feetl, 16, sRqaT, 2019

ar.#1.fA. 787(s1).— T 3 Fam, 2017 1 &7 "ered w21 & o waaa [t #71 are,

ATTEr ST THTEE ATt AfefEw, 1940 (1940 7 23) Fit €T 12 T ITTRT (1) 3T &Tr 33 HT ITTT
(1) FT ATATTATE T F TSI, STETT, AW 11, T 3, ITET (i) § AT T 6 @ A7 9iam
FATT HATAT (FATEA A AATE FHeaTor faamn) it sferg=er dedis aranH, 87(37) aia 4 w3adl,
2019 g1 WrTterd o o, o 3= ot =ieat &, e sae saried g it §9TeET 8 39 a9 ¥,
et 3<% srferg=mT i siafde #e arer Tors it It S=ar A 3usy w7 o 12 off, i fim o eafy

FT THTITH & TgoT e T AT AT oo 1w 2,
T STAAT T 36 TSTTT 67 STt 5 wea<t, 2019 ¥ IUersd 37 «F % AT,
Y I TR o2 ST=aT 7 WA ey $i7 AT 9T FRl T A g o= F:2 foram 147 2

AT, A, FlT GLRTE, AT AT THTe= Aradt A=z, 1940 (1940 T 23) ¥ 4T 12 i< &1y 33

FTET & AREAT HT TART Fd g0 AT TEhehT TATgRIT aTe o ALY FEd 6 THTq (Hihear i W4,
2017 T i "elterd w2 & forw it s sam g, aaiq—

1. (1) = Rt =1 |ferg am Ffear gie (ai=Et gerge) [, 201981
(2) T TISTIT § 3eh TR T ATEE %0 T9d g |
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2. =t s FFw, 2017 ®, 99 19 ®, 9o=qs & Tarq Mafeied aeegs siq:eaaa ar ST,
AT —
“qiq g% &7 o, e afs (ai=ar denem) M=, 2019 % yga g9 6 arde | &1 a9 it

Fafer & T T OeaTY ST TS GEERIET T IO TARTETAT Bl TP T 7
STQTQITET TARTITAT TCATAT &S | TATA i SATAT 7 Fe I8 ghil 1”1

[T, . T, 11014/1/2019-31=17]
=T, AFGIT %, WUSHT, §<h qraa

feroqur.— e gi~e w2017, AfeeEET 5. aran[. 78(s), ara 31 s9adr, 2017 T a9 §
TR T 0 9 &fie stfeeg=eT °. |nan[. 652(:), ara 13 f&daw, 2019 g sfaw aw
Tefaa o o |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 16th October, 2019

G.S.R.787(E).— Whereas a 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. 87 (E), dated the 4™t February, 2019 in the Gazette of India,
Extraordinary, Part 11, 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 said Official Gazette were made available to the public on 5™ February, 2019;

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 (Fifth 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 rule 19, after the proviso, the following proviso shall be inserted,
namely:—

“Provided further that the testing laboratories of State Governments and Central Government shall be
exempted from the requirement of the accreditation by the National Accreditation Board for Testing and
Calibration Laboratories for a period of two years from the date of coming into force of the Medical Devices

(Fifth Amendment) Rules, 2019.”.
[F.N0.X.11014/1/2019-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note:- The Medical Devices Rules, 2017 was published in the Official Gazette vide notification number G.S.R. 78(E),
dated the 31%J anuary, 2017 and last amended vide notification number G.S.R. 652(E), dated the 13% September, 2019.
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