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TATE Y GRET FedTor HATaT
(FaTe=y i afETR wearor fAvmD)

FfgET
TE fawett, 16, warqae, 2019

ar.#.[. 787(3).— frcar Ik =9, 2017 =1 3T Feted F:39 & o0 wfaas et #iv 9w,
ATt ST TETaH ATHAT sfafaEE, 1940 (1940 FT1 23) Y & 12 F ITET (1) 37 &1 33 Fi¥ 3T
(1) ¥ ATATIATE AL o TSI, AATLTI, T 11, T 3, ITES () H I G F Tresd diT qan
FATT FATAT (FATEA 3T TATE FHAT0r Tq0) 6T SAEg=eT dedis ar.#1.4. 87(:1) a@ 4 w7,
2019 FTT TR AT I o7, forad 39 a9t =af<ra &, S 389 TATEd g il 9799 ¢ 39 aig ¥,
et 3<% ATSR=ET 7 Siafa g e arer Toae it FfAAT STar Fwr Iuersy w1 &F T8 oA, 9 G i erafy

T THTT T Tge ST Y AT AT o T,
S STAT T 36 Trora T It 5 wead, 2019 ST SUerssy AT «f 7 of;
SIY I AT 92 ST § ST A9 S AT 92 hald T g1 A=Y AT o1 147 8

AT, o, FalT TCHRTL, T AT AT AT Atr=aa, 1940 (1940 w71 23) &t €T 12 0¥ &7 33
FTT W& STTRAT T AN F7d g0 ATTTS T el qeATgete are o qermel e & garq e g [,

2017 T ST HeEA FA % (o0 [efertad Faw ot g, aiq—
1. (1) = ==t #r wterm A ST g (Tr=ar gearge) =9, 20192 |
(2) ¥ ST | I THTA AT AT FAGT B |

5379 GI/2019 (€)]
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2. =t gie =E, 2017 ®, 99 19 ®, 93mq® & Tonq Mareied 9aeqs S ETad fohar ST,
AT —
“qiq 7g % T, e g (ai=et deram) faw, 2019 % yga g & arde & 31 a9 i

Fatd & T F=0T TR T ST TLRI AT T TAETATATA Rl AP T [T
SLTLTET TANTLTAT TATAT TS & TATIT hl ATEAT § 2 T8 20T 1)

[®T. §. T=.11014/1/2019-3F=17]
ST, LT . WUST, HI<h 9=

feoqur.— e gfte w2017, stfergeer &, ararf. 78(sr), aréte 31 S9as, 2017 5T o9 |
weRTtara o o o e srferEaT |, @R, 652(3), are 13 fBdeay, 2019 g sfaw aw
Torrfera form sy or |

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 February, 2019 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 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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