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W T IRETR FTT HATAT
(FaTey wE giRETT semr famn)
Ffer=T
7% faeetl, 6 A%<, 2019

r.&1.fA. 828(sr).—arater e yHTaE ATy AW, 1945 FT ST "y FIA ® fory wtaqw FHEi
T ITE, AT T ToTee arft stferfeam, 1940 (1940 =T 23) it &My 12 Y IT-4Ter (1) 37< &mer 33 Fit
IT-TT (1) T T i, 9ea ARt F Tresy Y qTRarT HeaTo ey (T T qfere wegmr
foram) &t stfeeg=mT /. AnAT [ 152(37), T 26 FEasT, 2019 FRT AT & TSI, AT, 90 |,
e 3, 3U-E< (i) § w1t forar war o, s 37 a+dt satrat &, s 399 yarfaa ge i g9remr g 89
e &, foraer IFd ATI=ET STeafas FT aral T H Tiagi ST=ar w1 Iuasy F:27 & T2 off, Faree
AT T Tafer F S| F Ugel T 3T AT AHET 17 0 o,

ST ITh TSI hf AT 27 F3a<T, 2019 FT ST i ITAs4 FHIT &f T3 o,

ST 3 Tl 9% ST & AT e 3T AT T Feai T AR 5T A=A T o 3T 7 25

AT AT, FARIT TR, AT e yoree areft sfterfeae, 1940 (1940 =+ 23) H gamr 12 3%
TR 33 5TXT Tacd TRl T AT F2d gU, AT ThAThl GATehE ale § AL FHIA & 997, AT 3T
TETEA ATRIT 92, 1945 &7 ST F9med Fed & U Aeteied = aqrdar g, a9id -

1. (1) =9 AT 7 |ferd 918 Ao i THree T (dqegat geng) Faw, 2019 g
(2) T TSI | Ik T 0l ATLE TG g1

2. Aty =i yaree "t FEm, 1945 (5 zad =ae Tamq o< Fom wgr i 8) % Faw 71 %,
AT (8) & AT MATIEd U T EATIOT AT SITUIT, 7T~

“(9) Ife saE® i AT AT ATIAAF ATH & Jf Aot [ F2 F7 eT T&ar g,
e &l AT g T, i Sofd 7 [E=r 59739 g0 T@ U 97 979 31 A9 T aH

5757 GI/2019 )]
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% forw S stisneT "=, weg | AT afe & =i aw et s avasd geaet oY Sexe
H Sf9 I F MY U A9 HAGH T UL IHT ATT FT TF FAqad ITT 51 9T A
TTERTRT T e T {3 26 YT T AT H9TH F1€ AT7 AT SATIATAF 719 397 § Fhet arofer
Ty # g ¥ e a8t 8 o yeartad {ie A AT SATetiAE A & e # w99 v g
TRl BRI 17|
zad e ®, w717 % sufFem (4) % e, was & uga Referiea saftee sasentia
STTUSTT, ST —
“(5) =t A o ATH AT SATFATAS A0 % Tei= iy B w7 1 e w@ar g,
A T AT g T, Fard A9ie qs [E= 99 g1 T T Ji€ 979 J7 ATaq 3%
% forw Fa stiseT 5=y, wred | AR arafdr % s v anfeer s aeas gl s Sevee
H S IEdT F AU U7 AU9 GATaH A9 97 IHT WIF F UF FEaay T€T 51 UT ATATIH
TTFERTET T e T 36 =6 ThTT 7 AT A9 i€ AT AT AT 919 <90 § Fret arafer &
Hay ¥ T ¥ fo=rmm agf 8 s yeartad sie A AT SATe|tiaE A & v § w99 v e
Bl BT 17|
g R #, s 719 % @2 (iv) & 99T, TaE 9 T et suftas sseertia B s,
AT~

“(v) afe smeres e A9 a7 SATEETEE 9 5 i oty fEaue s sy v g,

e T AT g T, FarT Srofer g1k =7 S35 g9 T 0 i€ 979 A7 ATIGH 196

% forw F stiseT 5=, wed | AT arafdr F s v arfeer s avas el s Seve

H S IEdT F MY UL AU9 GATaH A9 97 IHT WIE F UF FEaaY T€T 51 U AATIH

TTFERTET T e T 36 =6 Y12 T AT A9T9 i€ AT AT SATIET A 919 <90 § Fret arafer &

Hay ¥ ggo ¥ fo=rmm 9gf 8 s yeartad sie A AT SATa|tiaE A & v § w5 9w v e

el T 1]

zod fem #, fRw 76 % safeem (10) & v, et suffas st B sosm, serr-

“(11) =t sreres o 918 7 ATIETAS A1 & 7w iy oo #3371 sneT wEar g,
sreras 7 =TI g T, e e ' [T S e g1 W@ U aie AT A7 SATaETtaTS
AT % ToIT el T SAHET 9=, 9d § [SAHd Arufer & s30 9% Aiigcd 3T e TEaa] A seire
H S IEdT F AU UL AI9 GATaOH A9 97 IHT WIF F UF FEagy T€T 51 U ATATIH
STTEERTEY T TEqd FT o6 S0 Y1 &1 AT TH19 Fi€ 918 7 ATaartas 97 39 § &l srufer %
o T Ugel | 2w 7l g oY IE=qried g7 99 AT SATFET A A1 F 6o § 1S 99 37 &rar
e g

Iaq Faw #, 99 76F % F @ (iv) F TA, TWqF 9 g Metigd Sqad sq:Earea Har
STTUSTT, SrAie—

“(v) afe sreres sie A9 a7 SATEETEE 9 F sEfie oty fEaue s serd v g,
sreress 7 =TI g T, i e /e [T S e g1 W@ U aie AT A7 SATaETtas
AT o ToIT sl T SRt 9=, 9d § [SAHa Arufer & s30 9¢ ATigcd 3T Tvas TEaai A seire
H S IEdT F AU UL U9 GATaOH A9 97 IHT WG F UF FEaaY T€T 51 UT ATATIH
STTEERTEY T TEqd FT o6 S0 YT &7 AT A9 Fi€ 910 7 ATFETaT 918 390 § et srofer %
o ¥ Ugel | 2w 78 g oY Ieqried g7 7719 AT ATFETHE A9 F 6o § 1S 99 37 &rar
SR
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7. SHFI W E, SEET F H, w9 50 F varq, et s sawertia B s, serr-
“I€7 51
[ 71(9), 715(5), 717(v), 76(11) 3T 76%(v) 3R]

et se AT A7 sTEETEE A F i B sty F A F o
STIA STTERTET &l a=Aae T T6T

= fafafae sroter oo e & sem waar g
OEERIEEIGIE
(i) TITF T=T
(i) ET=ET
(2) &, =mux g oy, St shater e [T S e g W@ U A AT A7 SATaaT
T % forw F siweT g=a, 9ea ® AT ety F =i ww iR s e st i
Zee | S TEAT o ST 92 I TATTH A 9L, Tg T FLAT § il 387 THE A7 AT

THTE FTe A7 AT ATFET a1 <97 § Bt oty & w9y & ugar & w98 2 i
TEATIT TS AT AT ATHTAF 917 & Ao § #1997 I7 eaT 951 2|

(fafemtar a1 fAfawtar fi e a
AT, ATH T&ATH HE/HAT) 17|

[®T. &. 7. 11018/48/2018-T3mH]
TT. AT ., UL, §Fd q=a

feoqur ; q=r FRem srfergmaT e w1, 28-10/45-t= (1), g 21 fREwaw, 1945 gRT 9=d F o9+ A
STt foh o o sfte srferg=aT gt v, 653(sr), arie 13 fAdeaw, 2019 g sifaw aw
Tontaa 3w w9

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

G.S.R. 828(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. 152(E), dated the
26" February, 2019, 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
forty-five days from the date on which the copies of the Official Gazette containing the said notification were
made available to the public;
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2019;

And whereas copies of said Official Gazette were made available to the public on the 27" February,

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 under 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.

(1) These rules may be called the Drugs and Cosmetics (Thirteenth 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 (hereinafter referred to 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 in Form 51 to the licensing authority to the effect that to the best of his
knowledge based on search in trade marks registry, central data base for brand name or trade name of
drugs maintained by Central Drugs Standard Control Organisation, literature and reference books on
details of drug formulations in India, and internet, such or similar brand name or trade name is not
already in existence with respect to any drug in the country and the proposed brand name or trade
name 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 in Form 51 to the licensing authority to the effect that to the best of his
knowledge based on search in trade marks registry, central data base for brand name or trade name of
drugs maintained by Central Drugs Standard Control Organisation, literature and reference books on
details of drug formulations in India, and internet, such or similar brand name or trade name is not
already in existence with respect to any drug in the country and the proposed brand name or trade
name 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 in Form 51 to the licensing authority to the effect that to the best of his
knowledge based on search in trade marks registry, central data base for brand name or trade name of
drugs maintained by Central Drugs Standard Control Organisation, literature and reference books on
details of drug formulations in India, and internet, such or similar brand name or trade name is not
already in existence with respect to any drug in the country and the proposed brand name or trade
name 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 in Form 51 to the licensing authority to the effect that to the best of his
knowledge based on search in trade marks registry, central data base for brand name or trade name of
drugs maintained by Central Drugs Standard Control Organisation, literature and reference books on
details of drug formulations in India, and internet, such or similar brand name or trade name is not
already in existence with respect to any drug in the country and the proposed brand name or trade
name 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 in Form 51 to the licensing authority to the effect that to the best of his
knowledge based on search in trade marks registry, central data base for brand name or trade name of



[ 9T [I-Ev€ 3(i)] R T TSI : STHIE 5

drugs maintained by Central Drugs Standard Control Organisation, literature and reference books on
details of drug formulations in India, and internet, such or similar brand name or trade name is not
already in existence with respect to any drug in the country and the proposed brand name or trade
name shall not lead to any confusion or deception in the market:”.

7. In the said rules, in Schedule A, after Form 50, the following Form shall be inserted, namely:—
“FORM 51
[See rules 71(9), 71A(5), 71B(v), 76(11) and 76A(v)]
Form of undertaking to the licensing authority for marketing a drug under a brand name or trade name

(D) T (0] S intend to market the drug specified below under a brand
name or trade Name - ..........coevevenenenennennnne.

(i)  Name of the drug :
(ii)  Dosage form :
(iii)  Composition :

(2) T hereby give this undertaking that to the best of my knowledge based on search in trade marks
registry, central data base for brand name or trade name of drugs maintained by Central Drugs
Standard Control Organisation, literature and reference books on details of drug formulations in India,
and internet, such or similar brand name or trade name is not already in existence with respect to any

drug in the country and the proposed brand name or trade name shall not lead to any confusion or
deception in the market.

[Signature, Name, Designation Seal/Stamp of
manufacturer or on behalf of the manufacturer].”.

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

Note: The principal rules were published in the Official Gazette vide notification No. F.28-10/45-H (1)
dated 21st December, 1945 and last amended vide notification number G.S.R. 653(E), dated the
13th September, 2019.
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