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ar.&r.. 187 (3r).—=iuter i ToTee amRit F=H, 1945 7 3 Heed w3 & oy Hiaaa et
F e ey, o9 FEw aEw Ate TR TATgH 91 b TOHel ¥ Y siT yHree araiy
srterfee, 1940 (23 F 1940) it & 12 FT IT-4TT (1) 30T &Ter 33 T IT-LM=T (1) FIRT V=& o=t it
TART F7d U, THH G TATET g il TATAAT aTef THT SATHAT il SR 6 (7 TRTiq 7ar srar g
3T UqagrT gaqT &f St & T 3% arew =t o2 39 arda 7 39 &Gt #7 sraty a9ra g I Ar 389E
a1 I T SToam S| 9 #3739 T St 9o e F e Y ITa3T AT i Suesy s
ST

FaT TR FIA I AT srafy & ffiqe et oft s=afe &y g et sratat s gemEt w
IEEIESERIES LIS

srafrET S g, Afw w1 g, a1 oaw ata (Arwfd), w=mreen s afEw s §9aeE, qed
qHRTE, FAT |, 4141, I &5, Faror ga99, 75 oot - 110011 =t s@fua & smoosreram drugsdiv-
mohfw@gov.in 9% 2-T T ST

&Y 379
1. (1) == =t & srafer sie yaree |t (e Temre) A, 2019 FgT STum)
(2) T R syrferenTias o1 § 1 79T, 2019 T T9TET 2
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2. srufer 3 yHTee 9l R 1945 ¥, e & |-

()  T&ET45 ¥, “STTHIE/ATAT FT AT * o7 o & T84, -
(F) o (2) TR 9, HHfertea o graearta B ST, srei;-

“Arafer w1 =T AW AorEr T & Feaifa ge g & aerar Fyita gaes
TSI AT SFTSTT FAT AT AT 38 STTAF SAruter arer o Reifed g dasrat &
AT ST | AT 3 Tad e AT F oTad U2 37 g7 gAY AE0 § T ST 97
Hioa FhaT ST rraT foraT STosm, S §i A0 9@ ATIA™, J1Q HlE 2l 8§ AT
¥ 9 T FH T Fic 92T 20T, TAT 77 T § F7€ 779 37 2 479, A7 FrE g1, = v
3T am F a1 foraT ST 1

(@) o (3) H, “aTE AT A F L 9T H qEUL AT A= w@r A1 Arers # 1 Oy & w79
ol gRIT 3" ereal T U "SET AW gl, ATt 1 Aqrast grir f 41 siufer v
ST B AT AL ST AT AT 1 IT AT 9 % S{aa T@m 747 §, St [F7w7 97
# e g, ST T a8 | @9 AAard aiFd § qlad o0 Fd T " A58
staeTaa e ST
(i)  T=T46 H, “SATHEA/ ATAT FT AT F g ord” F T2,
(F) o (2) F worra v, FRaferfem ot wfaeanfaa fro srosr, srafe-

“grter F1 Itera AT srera fertae & [t g q29em F sarar Raiia gas g+
ArTter TSI FAT A7 A7 THE Aferh Aty arer s Methd g Jars=1 o |97 1e) &
AT % TIE AAF AT F Jad 97 AT gL AL A0 § T Arem 92 qroq &Har
SITOSTT SrraT foraT STusT, S 97 979 SA9&T SATIA, (S s gl, F AR § F7 T F7 &
hie TET NI, TAT 31+ HIWAT § o7 717 IT £ 919, q( HIS gl, 79 7 I=d 909 F 97
o st 17,

(@) o (3) H, “aTE AT AT h X T | TETY AT Faad w@r a1 Arers & 1 0l F w9
Tel gRMt Sl ersal & ¥ U< "S€T AN 8, Aragl AT Aqreadt it % sty wr
AT B AT SATEAT ST AT AT 1 AT SAAGAT 9 F Siasta T 147 8, FJarts Faw 97 #
e g, ST T T3 & 1o SAaraie aiad | qiad ToA1T Hd 97 2" 9e8 Traedanaq
ey ST |

[T, §. Ta.11014/37/2018-31317]
ST, AFEIT . WUST, §IF a4

feoqur © g Aaw sfee=mT e U.28-10/45-1=(1), ara 21 fagwew, 1945 g1 9°d & a9aT §
TR fFT T o i srfergEeT Sem aran . (), TG EUIE ISR GRS
Tonrtera fhu o)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 6th March, 2019

G.S.R.187(E).—The following draft of certain rules, further to amend the Drugs and Cosmetics
Rules, 1945, which the Central Government proposes to make, in exercise of the powers conferred by
sub-section (1) of section 12 and sub-section (1) of section 33 of the Drugs and Cosmetics Act, 1940 (23 of
1940), in consultation with the Drugs Technical Advisory Board, is hereby published for information of all
persons likely to be affected thereby and notice is hereby given that said draft rules shall be taken into
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consideration on or after the expiry of a period of 10 days from the date on which copies of the Gazette of
India containing these draft rules are made available to the public.

Objections and suggestions which may be received from any person within the period specified above
will be considered by the Central Government.

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of
Health and Family Welfare, Government of India, Room No. 414 A, D Wing, Nirman Bhavan, New Delhi —
110011 or emailed at drugsdiv-mohfw @ gov.in.

DRAFT RULES
1. (1) These rules may be called the Drugs and Cosmetics (...... Amendment) Rules, 2019.
(2) They shall come into force on the First day of April, 2019.
2. In the Drugs and Cosmetics Rules, 1945, in Schedule A,-
(i) in Form 45, under ‘Conditions for Grant of Approval / Permission”,-
(a) for condition (2), the following condition shall be substituted, namely:-

“(2) The proper name of the drug or fixed dose combination drug other than fixed dose
combinations of vitamin and other fixed dose combinations containing three or more
drugs, shall be printed or written in a conspicuous manner which shall be at least two
font size larger than the brand name or the trade name, if any, and in other cases the
brand name or the trade name, if any, shall be written below or after the proper name
on the label of the innermost container of the drug or every other covering in which the
container is packed.”;

(b) in condition (3), for the words “conspicuous red vertical line on the left side running
throughout the body of the label which shall not be less than 1 mm in width and”, the
words “a caution or warning, as applicable, depending on whether the drug is covered
under Schedule G or Schedule H or Schedule H1 or Schedule X, as specified in rule 97,
in legible black coloured font size in a completely red rectangular box” shall be
substituted.

(ii) in Form 46, under ‘Conditions for Grant of Approval / Permission”,-
(a) for condition (2), the following condition shall be substituted, namely:-

“(2) The proper name of the drug or fixed dose combination drug other than fixed dose
combinations of vitamin and other fixed dose combinations containing three or more
drugs, shall be printed or written in a conspicuous manner which shall be at least two
font size larger than the brand name or the trade name, if any, and in other cases the
brand name or the trade name, if any, shall be written below or after the proper name
on the label of the innermost container of the drug or every other covering in which the
container is packed.”;

(b) in condition (3), for the words “conspicuous red vertical line on the left side running
throughout the body of the label which shall not be less than 1 mm in width and”, the
words “a caution or warning, as applicable, depending on whether the drug is covered
under Schedule G or Schedule H or Schedule H1 or Schedule X, as specified in rule 97,
in legible black coloured font size in a completely red rectangular box” shall be
substituted.

[F. No. X.11014/37/2018-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note : The principal rules were published in the Gazette of India vide notification No. F. 28-10/45-H(1), dated
21%" December 1945 and last amended vide notification number G.S.R. (E), dated
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