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(FTe i afRET e fawmn)
FfergeT
S faoeft, 18 =rder, 2019
qr. F1. . 317 (31). — sirafer s ymras araft R, 1945 &7 i dorres # & foro wfaa
9T &7 U ITET, Ot ST yETa vt rtataay, 1940 (1940 FT 23) ¥ g1 12 & 3T
(1) 3T amer 33 &Y ITLTT (1) % FfT FATUTET, AT TLHRIL F TGS 3T TRETE FedTo HATAT
(FATEA A AT Fwearyy faumr) it sfegEEr €. aran [, 187(3), e 6 AT, 2019 g
WA o TS, AT, IR, &€ 3, 3G (i) § warierg &t 1 off, w37 o+t safxean =,
ST 39 G TATaT g &l HNTaT 2, 39 ari@ &, fSreet 3o stferg=ar & a1 &t gtaar
STAT &1 IUTed FTS s off, 39 fad it srafer & 1| & I, AT T gaA79 sa oo o o,
T, IFT TSI hl TTAAT STdT 0 7 /T, 2019 T 3T Bl TS o
AT, IFT T F qeg W FearT g9 g A= w & oy Sear | e e A1 qEa
ST TET g7 4,
Ad:, A, FealT LRI, AT ST qoTe Tyt srferfa=mr, 1940 (1940 71 23) & &m=T 12

T =T 33 T W& If<hdl &1 SART Fd gU, SATTS Tahe el TATEHIL aIe o TIHe Hid &
TIAT, SAUTE S TETee ATt 999, 1945 &7 & Hened Fied & fou Faferfaa Fae aardt &,

qATT:--
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1. (1) =7 ==t #71 gfera 7 oty $ie goe= qarT (FEar gergd) FEw, 2019 21
(2) T TSI | Ih TRTH 6T TG T T4 g
2. Sirofer ST yETee aredt FEw 1945 FY T = & H,-
(F) TET 45 ®, I oY “STHIH/ATATT T AT (o7 ad” o 7efie,—
(i) =T 2) % T u, Meferfed 8= @ ST, sraiq—

“(2) ot T =T AT srerET feertay & Feaiia g J9e & domar =g

GITF GATSIA AT T2T A1 AT T8 A3 sirofer arer s Myt g et
T TZSIG9T SUTE & TaH AL LT o oAl I AT gL L AT § T e

< qiad RaT SITOAT Srr@T fora T SITus, ST #ie 919 9aT AT 974, T11 s 2,
H AR § FH H FF Il ®ic g7 T TAT =T HIHAT § T(€ AT qT AT 914,
Tfe &1 g1, = a7 3f=ra a8 % ars fora s 17

(i) &7 (3) #, “aTE AN Aa F X 9T H IS AT ofaad w@T ot Jiers 7 1 ol a
FH Tl g7 Sl 9I&al & I U ST AR &l, A1aedt a7 Aaqra«t giir & T
ot T e AT AT F AT SALAT 11 AT ATEAT | o aqid T@T AT 2,
St fFaw 97 7 fafafde 8, st T 938 & @1 aamas aied § qiod 1o
Tl W7 g1 9788 T ST0T |

(@) =T 46 H, ITLMTT “STHIEH/ATATT T AT & o7 90" & e, —

(i) =T (2) % T wx, Meferiad o= w@r ST, s
“(2) sirafer &7 I A8 sraaT feeTtae & Myihd g 3 & Jorar =g
GO HAS SO a7 o9 AT TEE AtgE iUty Arer o=w Heia g

HATSAT &l Tgorged § AUl & da8 AqdF AL 9T AT gL AL A0 | T
AT 9% {iad FohAT ST 24T foram S[TusT, ST s 979 ST&ar AT 979, Jf
TS 2T, T AR § FH T FF &7 Bic T=T gRIT TAT 97T HHAT § F1€ ATH JT AT
T, Afe g g1, = 71 3T 9 are forar s 1

(i) T7 (3) H, “aTE AN A F X 9T H IS AT ofaad L@T ot Aiers 7 1 o &
FH Tl gl T eeal & T 9T “SHET AN &, ATaerl a7 Jqra«t gt o6 T
it 7 ST e AT SAAT ST AT AqHAT 1 AT SATLAT 7 6 Tefi= 7@ 147 2,
Starts e 97 # fafAfde g, ot O avg & a1 sATaete aie| | qiad 9oq1a
Tl T g7 9168 T S0 |

[®T.5. Ta9.11014/37/2018-S7317]
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[ 9T I-&vE 3(i)] YRA T YIS : STHIERIT 3

feoqur: o A wa F oA # stferEET qEenE U 28-10/45-t=(1), aE 21 GEay,
1945 ZRT THTIAT T T o 3T I sifaw a2 sfeeg=eT degis arar.q. 231(3),
JTera 20 |TH, 2019 T faw a7 gerrera & war g |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare

NOTIFICATION
New Delhi, the 18th April, 2019

G.S.R. 317 (E). — Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, 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.187(E), dated the 6" March, 2019, published 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 ten 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 the 7" March, 2019;

And whereas, no objections or suggestions were received from the public on the said rules for consideration 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), the Central Government, after consultation with the Drugs Technical Advisory Board, hereby makes the
following rules further to amend the Drugs and Cosmetics Rules, 1945, namely:—

(1) These rules may be called the Drugs and Cosmetics (Tenth Amendment) Rules, 2019.
(2) They shall come into force on the date of their publication in the Official Gazette.

In the Drugs and Cosmetics Rules, 1945, in SCHEDULE A,—

(a) in FORM 45, under the sub-heading “Conditions for grant of approval / permission”,—

(i) for paragraph (2), the following paragraph 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.”;

(i) in paragraph (3), for the words “conspicuous red and 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 “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;

(b) in FORM 46, under the sub-heading “Conditions for grant of approval / permission”,—

(i) for paragraph (2), the following paragraph 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.”;
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(i) in paragraph (3), for the words “conspicuous red and 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 “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. 231(E), dated the 20" March, 2019.
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