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e 3 TRETE Hedmor HHTT
(FaTeey iR TR Fearr faem)

A fergEmT
% faeeft, 11 ®w2adY, 2020
A, 101 (31).—suter e yoree annt A=W, 1945 &7 &Y Ty F % forw wfauT
=T 7 Y=, Aruter S TH e Gt Ata=aw, 1940 (1940 Fr 23) F 97T 12 FF IT-4TT (1)
T gTT 33 AT IT-ATT (1) FF AUATA AL 6 TSI, AATIR, AW I, g2 3, IT-g< (i) #

AT FEHT o TFTES T TRATE Fed o HATAT (FATET AT TATE FHEAT0r faswT) it S{fesg==r .
ATALE. 447(3), T 24 7, 2019 FTRT THI9G 60 70 o, S|+ 37 a4t satwar &, 5w 99

TATTT G ol FATAAT g, 3T aA |, TSHahr IFT ATSG=AT Tl SAwqTaE FLeA ATAT TSI il AT
SAAT &l ITASH FLTE T o, T & ¥ srafer o e & g3, A9 i A AA =g 7y 90 o
ST, TS T ITAAT STAaT 7 24 S, 2019 T 3Uese FT &F T fF;
T 3 FAIeT o2 S9aT |/ ITH SEdT ST  ATAT UL HFET AR G A= Y T T g

qq:, T, FralT TLHTL, AT ST TATe AT T, 1940 (1940 FT 23) FiF &7 12 3T
T 33 o el Taed ARl &0 TANT T gU, AT Taheehl TATZHIL AT F TIHL FHLA o6 T9ATT
e S yETee qrAdT fFTw, 1945 7 ST derred w3  forg Aeferfaa faw a=rd 2, saiq-
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1. (1) =7 RIHT &7 G20 A7 Srafer e yo e qarRit ( Ferad) e, 2020 21

(2) o fF=w 1 |19, 2021 FT TG FH TG g

2. SrOer 3T SETe ATt Faw 1945 (R =98 =8 T4Tq S Maw Fgr 147 8) °, Faw 2
¥ -

(i) FFromm @ (3%) #1 9T (39) & &7 § [A:3e70d 6T ST, 3iT U8 e 92 (39)
a 1F, FMefated g sid:eamfaa fBRam Sosm, staidq—

"(=F) fErooraeRdat & T sxfr afea € S R stferRat % = § a7 BT s erwrar # Gl

TEY ICATEAHAT ZIT Uk STael & refiT Iearfad srufer 7 faqur &t g2 & 39 iy 9¢ o9« #h
T STIAT ATH FEIT FiTeh 3T 0T o o o foqwor & forw siRfshe Fear 81"

(ii) A @2 (T F) 3T (F @) &l AT (T @) 3% (T M) & &7 § [0 har
STTURTT |
3. 3 A=At # e 84 3 wearq fRwferfaa M staeaiua fom stromm, srarf—

"84%. fauue ¥ forw Fwe #re fAuueEat w2 F 9@ (3%) ¥ ARty e e F faer

ToRHT O ITATEAHAT GIT IcATIad AT i Ao &t g8 & 39 uler 9% e Fdeh 7 a7 9787
FET F¥eh I ST o e ST foraeor & sifisrte 78t wal |

84z. sufer fAauEeRar Fir e UaET #irs fAuuraswar, ST R srater w1 B 37 e
FIAT &, 39 FIHT F A sroter St qurar % qror a7 A= sqoraarst 3 scraashar &
a1y e g

4, 3% AW F AIw 96 @ @T (1) F 379 (xii) F THQ HAET ST-E@€  Fq:FA1q #ar
STTOATT, AT~

"(xiii)  ToRET SOty o fAuTesRaT g Sirwfer % Ao £ Rt § FErovesRat T A s gar:

e AT AT Rt TFe AT 99 & Gle e | g, dl Had [aqueehdi w1 9787 Jared
TRt ST Y T g

[®T. /. T, 11014/22/2018 —S1317]
=T, AEIT % WUST, §FT g
feoqur- w& Few wa % T | AfagEET S u.28-10/45-t= (1), arra 21 T, 1945

FRT YA 60 T o T sAferg=eT dear |r.%r. . 828(3), aie 6 Faa, 2019 3T
It s gentaa o o o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department Of Health And Family Welfare)
NOTIFICATION
New Delhi, the 11th February, 2020

G.S.R. 101 (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
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and Family Welfare (Department of Health and Family Welfare) number G.S.R. 447(E), dated the 24th June,
2019, in the Gazette of India, Extraordinary, Part Il, section 3, sub-section (i), inviting objections and
suggestions from persons likely to be affected thereby before the expiry of a period of thirty 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 24th June,
2019;

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 (Amendment) Rules, 2020.
(2) They shall come into force on the 1st day of March, 2021.
2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in rule 2,-
(i existing clause (ea) shall be re-lettered as clause (eb), and before clause (eb) as so re-lettered, the

following clause shall be inserted, namely:—

‘(ea) “Marketer” means a person who as an agent or in any other capacity adopts any drug manufactured by
another manufacturer under an agreement for marketing of such drug by labeling or affixing his name on the
label of the drug with a view for its sale and distribution;’ ;

(i) existing clauses (ea) and (eb) shall respectively be re-lettered as (eb) and (ec).
3. In the said rules, after rule 84C, the following rules shall be inserted, namely:—

“84D. Agreement for marketing.- No marketer shall adopt any drug manufactured by another manufacturer for
marketing of such drug by labeling or affixing his name on the label of the drug with a view for its sale and
distribution without an agreement as referred to in clause (ea) of rule 2.

84E. Responsibility of marketer of the drugs.- Any marketer who sells or distributes any drug shall be
responsible for quality of that drug as well as other regulatory compliances along with the manufacturer under
these rules.” .

4. In the said rules, in rule 96, after sub-clause (xii) of clause (1), the following sub-clause shall be
inserted, namely:—

“(xiii)  The name of the marketer of the drug and its address, in case the drug is marketed by a marketer:

Provided that if the drug is contained in an ampoule or a similar small container, it shall be
enough if only the name of the marketer is shown.”.

[F. No. X.11014/22/2018 -DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note:- The principal rules were published in the Official Gazette vide notification number F.28-10/45-H (1)
dated 21st December, 1945 and last amended vide notification number G.S.R. 828(E), dated the 6th
November, 2019.
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