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gr.#1.fA. 30(er).—~=freaT aftw FRam, 2017 #T s Heiraa w1 & foro wfoas Rt #51 ey, St
e s AT srferfaee, 1940 (1940 1 23) &t &m=T 12 i IT-4T=T (1) ST &y 33 &t 3w-gmer (1)
HUATITE. AT & TSI, AT, AW 11, ¥ 3, IT-T< () aE 7 Famy, 2018 § Tarierd Aa
TEHRTT o TTE T TRATT FedTol HATAT (T 37 TfEe Fwearor fFamrn) it sifemg=er 5. aranf.
848(31), ariie 7 fRrava, 2018 1T wehtera B s o, e 3+ =t st 3, S 3o vt g
T FATAAT &, I ARG °, ST 37q AT Hl AT FHLA ATl TASTTH 20T T(ATT STTEATET il ITAH
TS TS ofY, o To St s 3 srerane % O, Arer S e arm e o o,

AT SR TS it Tiaat A 14 e, 2018 FT SHETHTr fT Sueed F:rS T8 off,
ST Fea T ALY G 39 [HAHT I STETETor § YTeq el s A 92 &= FT o Fw 1w g;

qq: oA, Feald TR, AU T yared arady afafam, 1940 (1940 &1 23) #i &mr 12 i<
T 33 FTT T&cd ATHAT T TART FIA gU, ATT(E TheA 1l TATERIT are § TAeT FI9 F 9997, Frfshear
i<k A, 2017 &7 3T Herred w2 % forw Aeatatea e aardt g, s -
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1. (1) =3 At 1 w@ferm am R gt (@ome) e, 2019 21
(2) ¥ TSTIF H T T TG FI TG 20|

2. T gitw P, 2017 (B9 =08 w09 9aq 3 Faw #7112 2) 7, Few 3 % 9 (%)
H, “ITART % forw erqger oeal & TET AT IUAN F o soeeiaE sreer oes s e
ST

3.  3q fAuA( ¥, Ma® 59 % 3u-a% (3) F @< (ji) § “TSTANT * 1T A" «=a1 & THTC
“IqT ITART & U Ferg e srqeer oeg a0 S
4, zFq et i =t st §,-

(F) 9T 2 ®, “"9g & it gin % e ar fawor % o smama $i gty 3t @fEetor

T AAATH HX LA & oI TG o FTT TEGA o0l ST ATl SArAapry” offvie % Fefie 927 (F) ,

IO &, FH HEAT 4 % AT I FqF (2) ST (3) H A AT “AE.UHT. T F T 92

“TUAT 3 oI STReT AT TAFSI T A9 A58 T SAT0;

(@) AT 3 % aifere Il #,-

() 92T 2.1, 9E (F) § 907 % forw srqaer oeal F w0 9 I9AnT % forw srEer v
ITANT % U Tt ifees sreer oss v ST,

(il) 27 3.0 #, w2 (@) F =ma W fAwtorfea @ war S, stavq-
“(@) ITART F T srgaer a1 3TN & forw st = aqasr (R &1 a9 );”;
(1) AT 4 H,—

(i) 9T (%) ®, F9 TaT 8 3 ITH Haterd TSt % o 97 Aferiea w7 |@wear i
sttt et SITost, srai—

“8. ITANT % Torw SEaTiarg SIqRer AT ITART i o + forw saeetiaT sqaen”;

(i) 2T (@) |, FF GEAT 5 ¥ S99 gt TS & v oY _etertad w9 g6t s
TraTeaT =T ST, i, —

“5. ITANT % oI SEariar sqRer a1 ITART 3f7 g F forw saeetiae s’
5.  HTqEl AT H,—

(F) AT 1 3% 747 (1) F &2 (v) | -
(i) “ST Feeft AEer” oreal & T 9¥ “STANT o (o0 TN AT ITAN o o7 Terae =
AR TeT T SATU,

(ii) TEgF | TR AT AR TSRl & T UL IIAN F 70 Sqaer A1 37T & for
FFGIAT S 477 TG AT,
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(=) |Teoft 3 #, F9 "@eaAT 11 3i7 399 gated TEtedl F o uw Rt 77 gear s
sttt &t Srost, srai -

“11. TR % To70 TEqTiad SIqaer AT ST i Fae (o0 SAFaivas aqaer’|

[T, &, T%T.11014/20/2018-3¥=17]
=T, IEIT %, WUSTLY, H<h afua

feoqur: g 9w, a9 AT, AR, 92-3, I9-8T () § Afe=Er qear anar .
78(3), a@ 31 SFa<, 2017 FRT YHMAd U 0 9 7 sifqw a1 sfesg=ar deqr
ar.#1. 4. 729(31), AT 1 eFTEd, 2018 e wenfaa e o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 15th January, 2019

G.S.R. 30(E).—Whereas a draft of certain rules further to amend the Medical Devices 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. 848 (E), dated the 70 September, 2018, 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 Official Gazette were made available to the public on 14™ September, 2018;

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 read with 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 (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 (hereinafter to be referred as said rules), in rule 3, in clause (v), after the
words “instructions for use”, the words “or electronic instructions for use” shall be inserted.

3. In the said rules, in rule 59, in sub-rule (3), in clause (iii), after the words “instructions for use”, the words “or
electronic instructions for use” shall be inserted.

4. In the said rules, in Fourth Schedule,—

(A) in Part II, under the heading “Document to be submitted with the application for grant of Import
Licence or licence to manufacture for sale or for distribution of a Class A medical device” in paragraph (a), in the Table,
against serial number 4, for the letters “IFU” occurring in both columns (2) and (3), the words “instructions for use or
electronic instructions for use” shall be substituted;

(B) in Part III, in Appendix II,—

(i) in para 2.1, in clause (a) for the words “instructions for use”, the words “instructions for use or electronic
Instructions for use” shall be substituted;
(ii) in para 3.0, for clause (b) the following clause shall be substituted, namely:—
“(b) Instructions for use or electronic instructions for use (Prescriber’s manual);”;
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(C) in Part IV,—
(i) in paragraph (a), for serial number 8 and the entries relating thereto, the following serial number and entries
shall be substituted, namely:—
“8. Proposed instructions for use or electronic instructions for use and labels.”;
(ii) in paragraph (b), for serial number 5 and the entries relating thereto, the following serial number and entries
shall be substituted, namely: —
“5. Proposed instructions for use or electronic instructions for use and labels.”.

5. In the Seventh Schedule,—
(a) in paragraph 1, in sub-paragraph (1), in clause (v),—
(i) for the words “Instructions for use”, the words “instructions for use or electronic instructions for use” shall be
shall be substituted;
(ii)  in the proviso, for the words “Instructions for Use”, the words “instructions for use or electronic instructions for
use” shall be shall be substituted;
(b) in Table 3, for serial number 11 and the entries relating thereto,, the following serial number and entries shall be
substituted, namely:—
“11. Proposed instructions for use or electronic instructions for use and labels.”.

[F.No.X.11014/20/2018-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note : The principal rules were published in the Gazette of India, Extraordinary, Part II, Section 3, Sub-section (i) vide
notification number G.S.R. 78(E), dated the 31* J anuary, 2017 and last amended vide notification number G.S.R.
729(E), dated the 1* August, 2018.
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