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T SR IRET AT {1 d
(FaTesy i gR@T< ST fawmr)

At
T foeett, 31 fRmwaw, 2021

aT.#1. . 918(sr).—=freaT aftr ffam, 2017 71 i "eted w27 % forw swfaaer Fast #1 yrew, siufer s
TETE AT Sterfem, 1940 (1940 FT 23) FT 9T 12 & IT-GTT (1) < g 33 & IT-AT (1) srefier 7w
FUTENT, WA AT & Taresd oY IRaN Fedu §arad (T 3T qRar wedro fasmn) i sfeeEEr 4.
ar.#1.f. 877(37), A 23 faHaw, 2021 gWRT AT & TSI, AT, AN |, @< 3, IUEe (i) § yaHroa &ar
T o1, e 39 s+t et |4, e 399 TArEd g EF G9TaHT § 39 arE J, S 39 AfegEer aeatay
FIA FTAT TSI T ITAAT STAAT H 3T FT &F T ofF, T f&AT & erafer & s@qe F 9ga ey {7 g1
EICIECREIURIUDR

T, I<F oo it aiaAt 23 feEaw, 2021 F1 STHAT F T ITAH FAT AT T ofF;
31T, I TS [T 9% ST9aT | I ST 37 ATAT 97 Fea ¥ LR g1 6= w2 foram @ 2;

qT: AT, Feald TR, Al o garee arady srfarfaaw, 1940 (1940 =t 23) Ft amer 12 3/ &m=T 33
ZTRT Y& TRl &1 ST #3d g0, =9 fo=me & are fo eirafer qaeiht aaregae die o Terael Suael & e #ar
stroaT, FerfeheaT gie e, 2017 #1 Ferres Fa & form Aeforiaa F=s aamt €, seaiq—
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1. (1) == ==t &1 "t 9 e gie ("erae) =9, 2021 21
(2) T TSI | I THTIA 6T TG T TGT BT
2. Tafrear g faw, 2017 ®, AW 46 % wam ww AwferfEa Faw £ war sos, serfa—

“46. fFer ghw f afvw IR wgEM— 39 aE & yarEr S FET e g g AREe #
e o1 A & foro AfAwTr 77 s F forw st s e I 1w uE st gie agae
T, 5 3 Of § grft e v s & R G smoor

[®7. 5. TFT.11014/30/2021-31317]
T, AAIT F AU, HFT qfea

feroqur.- T e Fem, 2017, Troro # sifergeaT /. =M. 78(3r), ardia 31 s=ast, 2017 g Tartee o
T I ST SAfergEaT /. |1.H.A. 102(37), A 11 wEast, 2020 g1 sitaaa: |eted & T o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 31st December, 2021

G.S.R. 918(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. 877(E), dated the 23" December, 2021, in the Gazette of
India, Extraordinary, Part I, section 3, sub-section (i), inviting objections and suggestions from persons likely to be
affected thereby before the expiry of a period of five 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 23'@ December, 2021;

And whereas objections and suggestions received from the public on the said draft rules have been
considered by the Central Government;

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the Drugs and Cosmetics Act,
1940 (23 of 1940), with consideration that consultation with Drugs Technical Advisory Board shall be held as per the
provisions, the Central Government hereby makes the following rules further to amend the Medical Devices Rules,
2017, namely:—

1. (1) These rules may be called the Medical Devices (Amendment) Rules, 2021.
(2) These rules shall come into force on the date of their publication in the Official Gazette.
2. In the Medical Devices Rules, 2017, for rule 46, the following rule shall be substituted, namely:—

“46. Unique device identification of medical device.— With effect from such date as the Central
Government may, by order specify, every medical device approved for manufacture for sale or distribution or
import, shall bear a unique device identification in the manner as may be specified in such order.”.

[F.No. X.11014/30/2021-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% January, 2017 and last amended vide notification number G.S.R. 102(E), dated the 11%"
February, 2020.
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