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Qe T 9REaR e 6 ey
(e wE gfE Feavor favmn)
FfegEeT
7% faeett, 6 TawT, 2019

ar.#1.fA. 828(3r).—=uter siv yerae annEl Faw, 1945 FT 3w "erred #3 & forw wtaa At
T ITET, Arafer v yaTed araey srfarfar, 1940 (1940 =1 23) Y &y 12 it IT-¢M=T (1) ¥ &<y 33 it
IT-LTT (1) STefi 277 STuferd, AT AEaRTe & TaTEs ST Iiare Fed o §amad (SaTesy 3iT Iiare wegror
foram) i srfereEaT €. A an [ 152(3), T 26 wEasl, 2019 T 9T & TSI, TETLor, 9 I,
T 3, 3U-ge (i) § wehriora o s o, e s+ et satrat 9, e saa yafEa g 6 gsmanr g 59
AT ¥, et I9q ATIg=HT SAeara g e ATl TSI 20l TTAAT AT 1 ITese T af T2 ofF, Gareie
AT it srafer  Tae T & qgol AErT S AT ArAra v a7 2,

T ITh TSI it Tt 27 wE<d, 2019 T STAAT T STl T &f TS o,

Y I T I STAar | 9T e ST GATET I Fe T G g (A= w7 o wm

A AT, T ALHIY, AW T THATET AT Ar=a71, 1940 (1940 Fr 23) Fit &1 12 3T
#TRT 33 BT Waed SRt T TN F3d gU, SATTer T el TATSHIE are F TA FIA & Te97q, e 37
THTE ATRIT (93w, 1945 T ST Herrerd F3 & o0 Mt =aw a8, Tarq-

1. (1) =7 F=Ei 1 gt A et S v\ At (Qegar serae) e, 2019 21
(2) T TSI § I THTH T AT T TG g

2. Y 7 yETeE arnl FEw, 1945 (S =8 =9 garq S e #er mr 8) % [{Em 71 %,
AT (8) % TLAT M ad SUMMAH AT EATIAT AT SO, AT

“(9) =f% sEeEF T AT AT ATAAAE ATH K AT SOty A FA FT ey A g,
reaa il AT Feg T, FdT Arafe AT HE=707 69ed g7 W@ 0 §i€ 919 AT ATFEaF
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1 = T e sihET €9, W § AT Y & s 97 Qe ST qeaw EI ST SeiAe
H S 9241 % AT 9 99 qaTaH A9 92 I ATT T U q9q99g T€T 51 9% FqarI"
TTTEERIT 1 S HT o6 TF YA HT AT THIT FIS A0 AT ATTAAF ATH 97 | T iy 5
Ty ® gl | A 981 8 T yeared fie A7 AT ATIH1AF AT T A9 § S 9§ 47 ey
T 1
3FT o #, Faw 71F % Sufvaw (4) F 74rq, s 9 Tge Aaferiua suftee saenti G
STTUNTT, ST -

“(5) Afx A= e ATH AT ATAATIS ATH % T roter FFave w37 7 serT @ g,
e i AT g T, e Arfd arae = §9eq g7 W@ 0 i 979 a7 ATaq3F
T % forT i et §=, 9a # [ARfHa Safd F =17 o7 Jifee si a2 e o7 Sevqe
# S T2 F AT 9T JI9 qAa8 A1 9 IH 9TG FT U Faae TG 51 9T A9
STFEERTY T SEqd 1 {3 =7 Y &1 A7 G619 Ji€ 719 A7 ATaarae 919 397 § T ot
Ty # g | A 98t 8 Y YEartead Jie A1 AT SATFIE1AF 918 F &390 § w99 AT 4rEr
TRl g 1”1
37 7AW H, M99 719 % 92 (iv) & TE, WaE 9 Tgd Meeed Sqan Sq:emiad B s,
qATT—

“(v) I sraes Fie 99 AT ATFEIEAF A1 F 29 srafer Fove w37 1 e w@ar g,

Araaeh il AT g ToE, Fala Sufd 7+ [[E=7 W96 g7 W@ 0 a7 979 a1 ATSq119S

a1 3 form el ket w=, e § AR sfdr F =i  w mifeer s avad e s dewme

H S T=AT F A 9T JI9 qAAH A 9 IH 9TF FT U Faae TG 51 9T A9

TTTERTET T T FIT o T7 YT T AT THE q1 ATH T AT AT 397 § et siafer %

ey § ugd o faem Al g oY yeariad e 919 A7 S| iAs a1 | fAque § F1E 99 AT erar

TEl R 1

3Fq Ao &, s 76 5 safeaw (10) & warq, Faferfaa sutaes sia:wnfua B smo, st -

“(11) =t srera AT AT AT ATIATAE AT9 6 T Ofer Foore F3 7 e T@aT 2,
Aree T AT g TR, T e 7 FE= w9 g1 W@ U g AT 41 ATEEnas
A % forT Fmi T st §=, 9a | i safe & =17 a7 arfee siw avad el 37 Seide
H S 92dTe & SATETE 9% 99 a9 A\ 9T I AT A TF qaqad T8T 51 97 AATIH
TSR T Q. FT T S0 YT 7 AT G801 A€ 910 7 ATIEras 9 gor § Bl srafer &
Ty ® Tger 7 A= 981 8 3iT YAt Jie AT AT SATIETAE AT F &S00 § w99 AT 4t
R
IFq o ¥, 9w 76% % F @ (iv) F T4, WaF o Tgd Aufetyd suftee siawnfea e
ST, 37T~

“(v) afe sreaes e A9 AT ATEEIEF 19 F 20T ey e w2 1 sraT w@ar g,
e T AT g TR, T e 7 FE= @9 g1 W@ U g AT 41 ATaEras
T % forT Fa st §=7, 9Ia § AT Safd =17 o7 aiiee o e e 3T Seiqe
H ST TSA % AR 9T FO9 HAqH A1 92 I 919 FT UF qaqay T8 51 9T A9
TSR T Sqd FT T 37 YT 7 AT T8 Fi€ 910 7 ATIEraH a1 397 § Frfy strafer &
Ty ® Tger ° A= 981 8 iT ywartad Jie AT AT SATIE1AE 918 F @300 § w99 AT et
SR
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7. 3% AW A, gt F H, w0 50 F A, Fafertad sew saserrtaa fEr s, i
“0&97 51
[ 71(9), 71(5), 713 (v), 76(11) 3fiT 76F(v) =fEm]

et arre AT| =T STEETREeE A F e T vty % e % o
AHTIA ATTAFTLT il T FT T

= e Aty oo e #7 s w@ar g
EEIEEIGIE
(i) T TET
(i) &L=
(2) ¥, = ey T, e siafer wTeeE e ®Red g @ M g A1 AT SATIET IS
TR % forw St stsneT "=, wea | fafafa sirafer % =21t u afger e dasf qeaet &Y
2T | S TSATA 6 ST T AT HATAH AT U2, Tg AT AT g 0l 37 1L T AT

THT S T AT ATIATHS A9 297 | Rt Soter & d@e & uger ¥ e 9=t g i
TEATAT 1€ AT AT ATIATAF 910 & 90 | HS 97 AT 41ET Tei [Tl

(Fafetar ar fafawtar fr e &
gEATETT, AT e g 4/qan) 17|

[T, . T, 11018/48/2018—<TmH]
ST, AEEIT ., AUSTL, 9 di=a

feoqur : = R srferEET e W 28-10/45-t= (1), arE 21 fadwew, 1945 gRT WA & T |
TRITAT o0 T 9 Y stfeeg=eT T aranE, 653(3), ae 13 fdaw, 2019 g sifaw aw
Torrfera o T o)

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
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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) SRR intend to market the drug specified below under a brand
name or trade NAMe - ........c.coovveerinenennenenenn..

(i)  Name of the drug :
(i)  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. BHANDARLI, 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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