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@y Ud qRER e qTr §ATe
(FTe=g T g Fegmr )

st
T2 faeedt, 26 wTadT, 2019

qr.#1.1. 152(3r).—ofedr i yoree arRit e, 1945 FT S Geres w2 & forg wtqu A=t
forfea yrew, S F6T aw Aol aadidr aarese a1 & T ¥ Awie s J9rgd ari
afarfa=m, 1940 (1940 =1 23) FY amr 12 FT ITLTT (1) T &TT 33 FT ITUTT (1) FIT T&T AHAT HT
TART T g, THh GIT TATET I %0l GATAAT aTed THT SARAT i ST a (o0 TRI8a ha1 SImar &
3T TAGEIT AT &1 STt g o 36 wrew At o 39 arrg & Gqretie fadt & safer aurea g a7 v
39+ are A= B smoen S g # o39  TET [ e Ia F 9 i 9T ST i Ut
FATE ST

FET T G ST MIEE rafer & Hrae Frdt o A<k & YT g areil sl i gAEl 9%
fa=me B st

AT 3T qATE, AR FIS g, a7 FaT =g (SO, TeeT {7 TRarT Fedr §3ed, qed
AR, FAT °. 4141, < &, Ao wae, 95 &Gt - 110011 #r swfua & s sraar drugsdiv-
mohfw@gov.in T A« fFaT ST

ey e
1. (1) =z ey = strofer siw e |l (L Terrer) f=rm, 2019 T SO
(2) T TATw ArferahTi ToT9eT § 29 S| THTe AT a0 il TATET g0

2. SUtE ST yETgT At FAd 1945 (S =08 =89+ T47q 3<% a9 #7147 §) °, Faw 71 4,
ST (8) o T Moferiaa IUaw i eATiud R STTusT, s —

“(9) =fa e A TH AT ATIATAF TH F T2 NS FT AT FIAT AT 2 q7 AT I
AT WIS % THeT UF OTT T e FLAT g o TH TR T T GHE AT FHT A1 ATH
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T ATAATAF ITH T8l H HISE Aol g qTieh e g1l T AT A0 AT ATTATAF 918 T AT
H forelt TRt T 9/ AT T 7 2
3. I MW % 9 71% H°, SUMIH (4) F THT, TqF  Ted, Materiad ui+ad siq:eamag
STTUAT, e —
“(5) Tt ATa=F TS ATH AT SATAATAF ATH F dgd AT FT AT FXAT ATZAT g a7 AT Hl
AT TTTERTT o THeT TF T T TEqd FLAT g ToF TH TR T AT GHET AT T A1 ATH
T ATIETI ATH Tg & HIS[E Aal g ATk M@ ZIT T di€ ATH AT ATIATAH 9187 | AT
H Foreft st T 9 AT ArEr 7 gl
4. I 9 & s 719 H°, @2 (iv) F TG, TqH & Tgd, MHieied @ue Sd:eTiad #ar S,
TAT—
“(v) IfT SIreres F7e AT IT ATIATAF 919 F dgd AT HT AT FIAT FA12dT g af Araeh hl
AT TTTEERTT o THET TF T T e HAT g7 o SH TR 1 AT THIT 918 FT A€ A9
T ATAATAF ATH Tgol | HISE Aal & qTieh e g1 T AT A0 AT ATTATAF 9187 T AT
H foreft st T 9 AT AT 7 gl

5. 36 M % FFH 76 ®, 3UAF (10) F TATq, MHIEad ST sid: v ham S, sraiq—

“(11) == STarEs FTE 917 IT ATIATIAF ATH F qgd AT FT I FIAT ATZAT g AT SAeF Hl
TSR o Al Ueh ST 957 T&qd HAT g7 [ 36 ST &7 AT GHF 919 FT Ji€ A9
T ATAATAF ATH Tgol | HISE gl & qTieh e g1 T AT A0 AT ATTATF 918 T AT

H foreft st T 9 AT a7 gl
6. St (AFH % A9\ 76F H, @UE (iv) & THT, TqF & Tgd, MureIad @ue sia:#Tiia ST ST,

FAT~

“(v) IT2 sraEs Fie ATH I7 ATAATAF 919 6 dgd Ardie HT AT FTAT AT8aT g af srdash ol
AT TTITERTT o THET TF TTT T TEqd FLAT g o TH TR T T GHE AT FT A1 ATH
T ATAATAF ATH T8l H HISE gl & qTieh e g1 T AT A0 AT ATTATAF 9187 T AT

T forelY st T 9/ AT &ET 7 21

[FT. &. U=, 11018/48/2018-F U]
TT. AEIT % UST, T qaa
feoqur ;. g7 Faw stferg=ET "@ar uw. 28-10/45-t= (1), ariE 21 A, 1945 g1 9°d & 50T §

TR o0 T o 37 srfergeeT "@ear anan.. (), TR oo, FT Sfad a1
Ferrrera o T o)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 26th February, 2019

G.S.R. 152(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) and after 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 the said draft rules shall be taken into
consideration after the expiry of a period of forty-five days from the date on which the copies of the Gazette
of India containing these draft rules are made available to public;

Objections and suggestions which may be received from any person within the period specified above
will be considered by the Central Government;
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Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry

of Health and Family Welfare, Government of India, Room No. 414A, D Wing, Nirman Bhavan,
New Delhi -110011 or emailed at drugsdiv-mohfw @ gov.in.

Note :

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

In the Drugs and Cosmetics Rules, 1945 (herein after to be referred as said rules), in rule 71, after
sub-rule (8), the following sub-rule shall be inserted, namely:—

“(9) In case the applicant intends to market the drug under a brand name or trade name, the applicant
shall furnish an undertaking to the licensing authority that such or similar brand name or trade name is
not already in existence so that the brand name or the trade name to be used by the applicant shall not
lead to any confusion or deception in the market.”

In the said rules, in rule 71A, after sub-rule (4), before the Proviso, the following sub-rule shall be
inserted, namely:—

“(5) In case the applicant intends to market the drug under a brand name or trade name, the applicant
shall furnish an undertaking to the licensing authority that such or similar brand name or trade name is
not already in existence so that the brand name or the trade name to be used by the applicant shall not
lead to any confusion or deception in the market.”

In the said rules, in rule 71B, after clause (iv), before the Proviso, the following clause shall be
inserted, namely:—

“(v) In case the applicant intends to market the drug under a brand name or trade name, the applicant
shall furnish an undertaking to the licensing authority that such or similar brand name or trade name is
not already in existence so that the brand name or the trade name to be used by the applicant shall not
lead to any confusion or deception in the market.”

In the said rules, in rule 76, after sub-rule (10), the following sub-rule shall be inserted, namely:—

“(11) In case the applicant intends to market the drug under a brand name or trade name, the applicant
shall furnish an undertaking to the licensing authority that such or similar brand name or trade name is
not already in existence so that the brand name or the trade name to be used by the applicant shall not
lead to any confusion or deception in the market.”

In the said rules, in rule 76A, after clause (iv), before the Proviso, the following clause shall be
inserted, namely:—

“(v) In case the applicant intends to market the drug under a brand name or trade name, the applicant
shall furnish an undertaking to the licensing authority that such or similar brand name or trade name is
not already in existence so that the brand name or the trade name to be used by the applicant shall not
lead to any confusion or deception in the market.”.

[F. No. X. 11018/48/2018-DRS]
Dr. MANDEEP K. BHANDARLI, Jt. Secy.

The principal rules were published in the Official Gazette 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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