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Farey i aRar weamor #@areT
(3mgde, avr AR sgfaw Rfvc, o, Ry sk gl femr)
srftrgEaT
7§ feeeh, 25 e, 2013

ar.F1.f4.704(31).— 3™ 3t gwee a@EmEt @EE, 1945 &1 3k walue 9 & AT Ffauw
st &1y, e it gwwe @eeh afafams, 1940 (1940 @1 23) #i wwT 33% @RI
IYNfAT HRE F IEUA, HATHURYT A HRT SFR & TR IR 9Rar Feamor #@aeg i
sftgEen ¥, wLaEnfa. 579(3), adfi@ 30 Faw$, 2012 F wifda fram war ar, e s wsht
wafFadl ¥, s 398 TRa @1 §9eT 91, 39 aie @, Jardw Re i aafr ff gag &
qd e R geme anifa frr v 9, B 3w sftyEer e aeww fr owfo Sear #
39y FUS TE oY,

3R 37 ToT A 30 JATE, 2012 F FAAT P YA FU faAT IAT AT,

I FT R 7 37 T Al W I & wred et sk gemat W AR
o &

Fa: 39, FT F@R WY it varee @t A, 1940 (1940 F1 23) @ R 338 @RI
Yecd AfFadl #1 9@ FQ gU, Igde g R A ANl qehed aeeeR 9 @ W &
g e sk garre @l @ew, 1945 @1 3R wve wA F v REfaf@a @we sand
¥, IrYUT—

4521 GI/2013 1



2 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(i)]

1. (1) 3= At Y A ik garys awerel (qrEer Se) @A9e, 2013 Fer S

(2) ¥ ToT # gFRE @ B G F gged gt AR HfAfEw fr 4w 3 F @3 (F)
ik (&) # Fumfenfia @l e smgde, R ar gaEh sitwfet @ e et

2. e ik e @eeht @Ew, 1945 A, @Ee 157 & 3ufAEa (1) § qeaq
Arafafaa sufags siacafia fre sear, srafa:-

“(13m) #% st Rfwiar s A gow oEd & gheg geowt § Rfafie & R,
s & 4RT 3 & @Us (F) F & F A WA A Igde, Mg A T dtww F A F
oty R 3umet A1 g AT FT SYANT AT FOI:

qigﬁwweﬁmﬁﬁﬁraaﬁwwﬁmmﬁﬁr#mgcaﬁ,m
g, g arvyar gt twy, A Pl & e A€ B, F aqaAaur, siwfr sk s
At (TEEl @A) e 2013 & yaner Y i @ UE a¥ & sftaw 39 sitwe & waRa
AH @ AT F AFIOT HY AT FIO:

wq Ig AR B gmfoe argde, Rg sk el geaw & sfeaf@a sk sfafags #r
4RI 3 F @3 (%) A wAfase e RfafAfEt & v s grast & sfeaf@a swwet @
Yedg & 3UANT & AT I1 39F faar 0 RAfARE & guw gues F 3w w aw Rwr
gl

wq I¢ ff B sud siwfer sk yaue wenl (ver gatve) e, 2013 F yeneT #
ot & @ Rfafia argde, R sk gomelht sitvyr w15 gema 7@t a3

(1) sfafas 1 arT 3 & WUs (9) F AF F AR/ I e Tl We a1 giufeas I3y, Rg
IR ol swft & am, O AR § gue = F aw F1 swEhr w9 & far, e
URT & @3 (F) ¥ e Rfafise RfafRE sk g 1 vaw sagh & gefeg ot &
sfeaf@a RfAfRET & aml & fed Jaa a1 3w awa @t g

[€. %.11024/01/2011-RffY (3mqw)]
e FAR TAdETEn, gFT wlRe

feoqor ;Ao e vowE A FfRWEer ¥ v6-28-10/45-wH(D),dE 21.12.1945 T@RT YHFIRT
fFu are & it fae waluer an#Lf@A. €. 588 (3) @ 30.8.2013 g@RT AT M|

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Ayurveda, Yoga, Naturopathy, Unani, Siddha and Homeopathy)
NOTIFICATION
New Delhi, the 25th October, 2013

G.S.R. 704(E).—Whereas the draft of certain rules further to amend the Drugs and Cosmetics Rules,
1945 was published as required by section 33-N of the Drugs and Cosmetics Act, 1940 (23 of 1940) vide
notification number G.S.R. 579(E), dated the 30th July 2012, of the Government of India in the Ministry of
Health and Family Welfare, in the Gazette of India, Extraordinary, 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
copies of the Official Gazette containing the said notification were made available to the public;
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And whereas, the said Gazette was made available to the public on the 30th July, 2012;

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

Now, therefore, in exercise of the powers conferred by Section 33-N of the Drugs and Cosmetics Act,
1940 (23 of 1940) the Central Government, after consultation with the Ayurvedic, Siddha and Unani 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 (Sth Amendment) Rules, 2013.

(2) They shall come into force on the date of their publication in the Official Gazetteand shall apply for all
licensed Ayurveda, Siddha or Unani medicines as defined in clauses (a) and (h) of Section 3 of the Act.

2. In the Drugs and Cosmetics Rules, 1945, in rule 157, after sub-rule (1A), the following sub-rules shall be
inserted, namely:-

“(1B) No manufacturer shall use any prefix or suffix with the name of Ayurveda, Siddha or Unani medicine
falling within the purview of clause (a) of Section 3 of the Act, except as specified in books listed in the First
Schedule to the Act:

Provided that notwithstanding the normal license renewal time period provided in rule 156, the licensee
of such Ayurveda, Siddha or Unani medicine, which is not in conformity with the rules, shall seek renewal of
the license with appropriate name of the medicine within one year from the date of publication of the Drugs and
Cosmetics (5th Amendment) Rules, 2013:

Provided further that the anonymous formulations mentioned in the authoritative Ayurveda, Siddha or
Unani books and covered under clause (a) of Section 3 of the Act are named on the basis of first ingredient of
such formulations with or without the use of prefix or suffix mentioned in the said authoritative books:

Provided also that no Ayurveda, Siddha or Unani medicine with the date of manufacture prior to the
publication of the Drugs and Cosmetics (5th Amendment) Rules, 2013 shall be affected.

(1C) The names of patent or proprietary Ayurveda, Siddha or Unani medicines falling under the purview of
clause (h) of Section 3 of the Act, except to the extent of using the names of dosage forms of such formulations,
shall not resemble or mimic the names of formulations specified under clause (a) of that section and mentioned
in the books listed in the First Schedule of the Act.”.

[No. K. 11024/01/2011-DCC (AYUSH)]
A.K. GANERIWALA, Jt. Secy.

Note. -The Principal rules were published in Official Gazette, vide Notification No. F.28-10/45-H (I) dated
21-12-1945 and last amended vide G.S.R.588(E),dated 30.08.2013
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