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No. 83] NEW DELHIL, TUESDAY, FEBRUARY 11, 2020/MAGHA 22, 1941
ey 3T IRATT FATT {1
(FaTe R AfRETE ST fam)

T2 freetl, 11 w2a+t, 2020

Ar.FLA. 101 (31—l s ymre gy e, 1945 &7 s "@eras # F foro swfqoT
= =1 wrEy, st sfY wETee AT srfar=a, 1940 (1940 T 23) Y 4T 12 i IT-4mT (1)
AT gTT 33 FT IT-GTT (1) FT ATATLHTE ATLT o TSI, FHTLTIOT, 907 11, E< 3, 39-T< (i) H
AT TEHTE % TATEA T TRATT FHed o HATAT (FATET AT TATE FEATOT [a90T) AT Afeg==r .
ATFLE. 447(37), TG 24 S, 2019 GRT THT 67 70 21, [res 37 o+t =3t &, S 399

TATHAT I ol FATAAT 2, 39 A o, SEar SFq stfe=a1 it dvafa g 7T arett 519 Hf qiaar
SAAT T ITASH FLS T2 =, T o 6T AT o TaeT & q&, T 3T GATF AH=a o6 T 2,

3, T it Tt AT v 24 S, 2019 T I BT AT TS A

A 3 el O AT | ITH et ST AT 9T FET AR g A w1 o i g

qd:, T, Feald AT, ST T THTE Gt Aferfa=m, 1940 (1940 F7 23) Y g7 12 i
ST 33 o el Tacq iRl &l TANT Fld gU, ATATE The el TATSHIL AT F TIHE FHTe 6 T9AT
Arafer i yaTee qradt [FTw, 1945 F7 S derred w7  forg Meferfaa faw a9 2, saiq-

824 GI1/2020 )
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1. (1) =7 [R=HT &7 ST 10 SArafer i yo e qradt ( Ferred) =, 2020 g

(2) T F=w 1 |1, 2021 FY I FT 9T gl

2. Ar9Ter 3T TETE ATHAT AT 1945 (B T8 S0 TET I HI9 gl 147 8) #, 77w 2
¥ —

(i) =T @< (3%) & @< (59) & &9 § [T:eAa fFrar S, i vg g erefia @< (39)
¥ g3, Rafated @< s o ST, steriq-—

"(2%F) fadureRal & T Stn AT § ST R stfweRat F w9 # A7 T stew erean 7 Rt

AL STATEASAT GIT Uk e % eI Icariad i 7 f&aqur 6t g2 | 39 Aufer 9% qaa weh
AT STIAT ATH FET Feh 39 A0 F &wT < oo & oo sfrewe Far 81"

(ii) B @2 (T #) 3T (T @) & F9T: (T @) 3T (T /M) F & [T:e0e70eq &mar
STTUT |
3. 3 A=t 7 e 84 & wearq Referfea fMaw siq:=aiua frar sromm, srai-

"84%. faqure ¥ forw e @ fAauesat Faw 2 F 9@ (5%) § R R e F fear

TR Y STATEHal g7 JcaTiad ArgTe & faoord it 3§ 7 Arufe 9% dae Fh IT o971 910
FET ek I WY % Ty i oo &7 i /g |

84z. swfyr fAauEar fr e uaT #g Buoraswar, s srofer @ e a7 fBaer
FAT &, =9 (A=W o srefie srofer it porar & | arF o= A== Suremret gq Scraasdl &
a1 e g m”

4, I AR F A9 96 H@T (1) F IT-GT (xii) & TAT MHAIEd SU-G@< q:&q14q har
STTURTT, AT~

"(xiii)  TeRET Srerfer & ferquresRaT gTeT strafer F fequre i Ruta #§ fAaeeeat i A i T

T At SuTer T TR A7 99 g Sl YT H g, A7 hadl (SIushdl H1 AT Tafdd
T ST 1 oAt g

[T, 7. T, 11014/22/2018 —S13117]
=T, AET % AUSTL, HFT a9
feoqur- W& e 9 & TS § AfegEaT 96 U.28-10/45-TF (1), aiE 21 fTEEe, 1945

FIRT TR 30 TT 9 T ATee@=aT 9T a1 . 828(3), aria 6 T44%, 2019 g1
sifam se Fenfara forw oo 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 II, 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:—

L. (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,-
@) 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;’ ;

(i1) 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. BHANDAR]I, 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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