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Subject: Gazette notification GSR No. 704 E dated 25" October 2013 @Kf"’
regarding legal ban on the use of prefix and suffix with the names of
Ayurveda, Siddha and Unani medicines.

Sir/Madam

I am directed to forward herewith a copy of the above-mentioncd
Gazette Notification regarding imposition of legal ban on the use of prefix or
suffix with the names of ASU medicines for implementation in respect of
licensing of medicines.

It is urged to take necessary action in enforcing the legal provisions as given

in the Gazette Notification and send compliance report to this Department.
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Lo




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

1. (1) 33 et @ MR 3R yana EEh (Tedr SAivE) @9, 2013 FE S

(2) 2 Tous @ yERA A3 af@ A ugd €9 AR 3RRTE A 9vr 3 F @ (@) IR
(=1) 3 TumReRa @l e wgde, g @ A JiefE @Ay E

2. e 3R vaaa @ERl BEw, 1945 d, B sz & sufama (1) & wad
Reafaf@a sufaas sia:-vfa e aed, 3rRia:-

“Gam @S M RREa 3RREE & weE gy A e geae 3 Rk § R,
HRER & 9 3 & WS (F) F 8T F 3w 3 a igde, R IR gaEh e F A F
| fpd 3999 I oy &1 AT G387 HON:

uiqﬁmwsﬁﬂﬁamﬁa@mﬁmﬁmmmﬁﬁ&@égumm
gl (gaar @AE) BEw 2013 & gerE A A" ¥ a a¥ & MR 38 Aew & s
aiw A HA & FADBIOT B AT HEW:

g a% IR e uEnfe sngde, Mg 3R gEEl gEael A sfeaf@a AR siaas &
g 3 ¥ @ (@) A wafase yaw ARG @ sea genoe graet 3 sPaf@a suwd @
Tema & ST & @y A 3EF [Qar AR & guw daee & NR W ae e
&l

wq wE o B zud R 3k wEva @ (orear @A) e, 2013 & G
e ¥ @ R sgde, g 3R gaeh vy ) S gsna 3d g

(%) 3fRas & 9rT 3 & @Us () F &7 & MR 3 ard arelt 3¢ a1 AufaS gde, g
qrT & w3 (@) ¥ e RAfts RRNRE ik 3Rtwe & vue gy d gheg gEae A
sfeafea REATRD & aei @ B9 Jod a1 s8h acd a8

[€. $.11024/01/2011-5R0 (31gW))

foqur . I A god F WRPIAT F. UH-28-10/45-TI(1),ANE 21.12.1945 gH g iAa fhu
e % 3R 3 SRiva wLALR. €. 588 (31) Afi@  30.8.2013 gRY R

MINISTRY OF HEALTH AND FAMILY WELFARE
{Department of Ayurveda, Yega, 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 Minis
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 availabie 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 consuitation 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 (5th Amendment) Rules, 2013.

(2) They shall come into force on the date of their pubfication 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 tule 157, after sub-rule (1A), the following sub-rules shail 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 elause {a) of Section 3 of the Act are named on the basis of first ingredieat 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 (AYUSIH)]
AK. GANERIWALA. Jt. Secy.

Note. -The Principal rules were published in Official Gazette. vide Notification No. F.28-10/45-H (1) dated
21-12-1945 and last amended vide G.S.R.588(E),dated 30.08.2013
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