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e 3 TRER FeAT07 WA
(Tare=y A afRET Femor fawmr)

aAfegEeT
T2 faeett, 7 amred, 2014

ar.H1.[. 570(=r).—=siufer e yHTed annRi =W, 1945 &7 Sfiw deed w37 & forg sfufer &
TaTe AT sttt 1940 (1940 T 23) Y &m=T 12 3f¥ &mer 33 g1 FATUiera st =t &1 yrey
AT ALY il T 3T qRET HedTor HoTad (Fare [&a9nn) &t stfeg=er &, arFH. 748(:0), aia

5 STFAY, 2012 FIT AT o TST9, FHTLTI, 9 11, &< 3, IT-8< (i), § THRI9q 0 70 o1, 37 92 39 a7
AT | TS SHH TATET g il S9TaT § 3T ATSGAAT o TSI il TTaFT STAaT &l S9sel g i
T & Taretts faet & safer o i smed o geea s o T o

ST TS AT AT ST H1 5 FFGAL, 2012 Tl 3T F2T 4T 5 ofF ;
ST SfTOTer Taheiehl AT aTe F =6 [T § qeeel 2 o w@r g,
3T ITF IR (F2H & g § I ATl o7 ATE! 9% et T Fh1L g To=1e 7 form 1 2;

q:, AT Fea T ALRTE, ST ST THTET ATHAT ATAT=HW, 1940 (1940 7 23) T =T 12 30T &<y
33 T YT ARRAT FT TANT FId gU, SUTer Tahelehl TATGRIT alS F TAS FIA 6 T, SATurer 3
STETEA AT 99, 1945 T 3T Heree T & (o0 Mt a9 a9 g, s —
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1. (1) = fR=wt = Sferm 9 siofer sfi S| arRT (Jd genge) 2w, 2014 2
(2) T TSI | IR THTI 6T ATEE F TG gl |

(3) ZU-FF=w (2) # siatae Fhelt ard & gid gu oI, SACaamy ST == FIH i % AR g1 9% U
T Taaeh 3ie 7 fAfmior w2 w2 8 vsd aihg g9es siafate w areft siwy fFHAft
FT e ST w2 % forw == A 3 R 29 & us 9y % fiae gt 9w qoaeed
H |

2. 3ufer ofiT soTee | Faw, 1945 9, —
&) T 71 % sufsam (7) F waq Safeta saft=m s G s, siq —

"(8) TEH U Hehld HHH HATAE e ATeAT sirurer AT T AT T&TT HLA & oIy
A hael T AT H HAMT |

(@) = 717 § IUFAT (3) F TATq AR s § gl (Mt SuaH sid:eamq T
STTUATT, AT —

"(4) UHA THIT HHF AATHE F ATl sfruter AT i gt wam #3 % o s
e qIT A8 H AT Srosm

(M) = 719 § € (iv) F TATq FAfoiead aiqed Sq: e Shar ST, seiq—

"R T T UHRA WhT TEeh AdfEg w1 are ofutey At f aaety vwm w2 F
TIT sfrere et Faf=d a9 | fohar ST 1,

(@) 9w 76 # Sf=aw (8) & T Mefortaa Saf==m sia:eaiua o strom, sraiq—

"(9) ATEH Uehed Hehl T ok HATAE FHe ATelt sirurer AT F Sqa e T8 Fd & o
A hael T AT H HAM |

(F) =W 76% # Mefoted oigs saeaiud fBHar ST, aaiq—

"R T T UEA WhT "Eeh AdfEg w1 are ofutey it £ aaety vwm w2 F
TIT sfrere et g f=d a9 | fohar ST 1,

[T, &, TFA-11014/5/2011-ST0eFg]
FraAeATe 9THT, TTH g

feoqur : g@ AW wa & TS § feREET e U 28-10/45-t=(1), 9 21 faEeEy, 1945 gy
T 370 0 o =fie g F 9, 9T, 9 11, @€ 3, IU-ET () # TEga ArE A,
346(37), AT 21.05.2014 FTT a1 S{Tw Ferrere o 12 |
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 7th August, 2014

G.S.R. 570(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules,
1945, was published, as required by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940),
vide the notification of the Government of India in the Ministry of Health and Family Welfare (Department of
Health), published in the Gazette of India, Extraordinary, Part II, Section 3, Sub-section (i), vide number
G.S.R. 748(E), dated the Sth October, 2012, inviting objections and suggestions from all 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;

And whereas the copies of the Gazette in which the said notification was published were made
available to the public on the 5th October, 2012;

And whereas, the Drugs Technical Advisory Board has been consulted in the matter;

And whereas, the objections and suggestions received from the public on the said draft rules were
considered by the Central Government;

Now, therefore, in exercise of the powers conferred by 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 (3" Amendment) Rules, 2014.

(2) They shall come into force on the date of their publication in the Official Gazette.

(3) Notwithstanding anything contained in sub-rule (2), the licensees who are manufacturing single
active ingredient drug formulation on the commencement of these rules shall make application
for grant of licence for the drug formulation containing single active ingredient in proper name
within one year of the commencement of these rules.

2. In the Drugs and Cosmetics Rules, 1945,—

(a)  inrule 71, after sub-rule (7), the following sub-rule shall be inserted, namely:—

“(8) The applicant shall make application for grant of licence for a drug formulation
containing single active ingredient only in proper name.”;

(b) in rule 71A, after sub-rule (3), and before the proviso, the following sub-rule shall be

inserted, namely:—
“(4) The application for grant of licence for a drug formulation containing single active
ingredient shall be made only in proper name.”;

(c) inrule 71B, after clause (iv), the following proviso shall be inserted, namely:—
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“Provided that the application for grant of a licence for a drug formulation containing single
active ingredient shall be made only in proper name.”;
(d) inrule 76, after sub-rule (8), the following sub-rule shall be inserted, namely:—
“(9) The applicant shall make application for grant of licence for a drug formulation
containing single active ingredient only in proper name.”;
(e) inrule 76A, the following proviso shall be inserted, namely:—
“Provided that the application for grant of a licence for a drug formulation containing single
active ingredient shall be made only in proper name.”
[F. No. X.-11014/5/2011-DFQC]
K. L. SHARMA, Jt. Secy.
Note : The principal rules were published in the Gazette of India, vide notification No. F. 28-10/45-H (1), dated
the 21st December, 1945 and last amended by notification published in the Gazette of India,
Extraordinary, Part II, Section 3, sub-section (i), vide number G.S.R. 346(E), dated the 21st May, 2014.

Printed by the Manager, Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.



