W= o Slo TA0-33004/99 REGD. NO. D. L.-33004/99

d ShT
CThe Gazette of India

EXTRAORDINARY

9 [[—EUE 3—3U-WUe (i)
PART II—Section 3—Sub-section (i)

IR | WehTioTd
PUBLISHED BY AUTHORITY
9. 461] T facett, Hear, faawr 2, 2014/91 11, 1936
No. 461] NEW DELHI, TUESDAY, SEPTEMBER 2, 2014/BHADRA 11, 1936

Ty AT IRER FA107 §A9T
[srgde, AT 9 wrafaw R, @, Rg o St (smy) R
EIEE R

% faoett, 1 fraws, 2014

qr.51.f7. 633(37).—3ufer i yaTae Ay 2w, 1945 &7 3 GG LA & forw swfqaT
At 1 FefateT s, S 36T R, agds, [BE ofiT Zam iy aadiar adargae are
ATT THT F FT8 AUt 3T THTe= AT ATEfHaw, 1940 (1940 FT 23) FT €T 33T T Tad
IFAT T AT FXd g AT T T FIAT § [, SHH TATAT 217 AT SATRAT 1 SATAHI
oI S T T STUEATHTE TR femam STAT 8; 3% T8 AT &1 STt g o6 S yred =t 17,
S e o, el 9 JaT & TSI § TR o7 ATAGAAT 0l TadT SAdT i ITsd Flls
STt g, e o 7 srater it guriE o qeard B BT SIrus;

ATAT AT TATH, TS FlS gl, A=, (ALAT, TRT T TTHdH =rehedt, AT, g va grearaet
TrATT), (W), T ST IRET FAT JHATAd, AT A, Sr-saA1eh, SITITer e, e,
T fSeei1-110023 &I 9T AT TR,

AT TLRTE T Fle AT AT CATT ST GATFT A1 il THIH F TF IFd ITET (HJ49T
Terer | foreft =af=e & 9o g1 ", ue o= R st

&y fFaw
1. (1) = A= 7 \ferea a1 siufer i yoTee aredt (F9ar garee) =9, 2014 21
(2) T TSI F T THIF AT ARG & TH a9 % T9AT TgT 210
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2. siufe o yEmgs arnalt e, 1945, % fAaw 157 § I9-fAEw (1=m) 7 (13) % &9 W
fAeterfera s-ffem < s, srata-

“(1zm) =g <ft AfAmtar == sfafere £ ageft st & et mftera =t & afia &
e, =o srfarfaery &1 amT 3 % @ (F) & refi9 o arer sas, g siw FamT fose sirwer
& AT o AT FReT ot STERT AT T AT STANT Al B
g T aferse 9 & oA et 0T %1, 39 TR1 § At S9eant & e 9% STeEdd
el | AT A1 a3 ST
(17) =9 Tt 1 &7 3 & @ (F) F F9 A arer sas, g srorar qa s siroet
& ATHT T ITANT IFd 91T & G< (I) F IT-g¢ () ¥ [iase agas, ®g @y @ e
rfercar ugfa & gafea Bl 92z srerar aafxer siofer w1 am 37 % foro 921 B srom)
(1) THH 156 31T 156% H STATH o TATHTIT 6 (10 &f T AT & gid gu I, 3gag, Tg
AT AT foea & o iy ST ST-F3H (13) 3% () F AG=T d81 &, ST Tqaagrt
irafer oY sETes arat sferfaae (awaEt serge) =W, 2014 % wqd g &t aE ¥ TF
FY T AT o HIA< ST F ITLFRT ATH AT AAAT STASTH T T HL0T FHLTUIT

e A oW Siutd o yeree 9t (g9t serrge) [aw, 2014 F 9ged g Al
qE § 93 AT sgas, g staar gam= fosa s & et 9= 9% g 7=t g

[FT. €. %.11020/06/2011-ZTEET (3T)]

ATAT TR, HIFT a0,

ure feoqur ; qer Raw wa F oo § SfSmEET /. UE-28-10/45-UH(1), T 21.12.1945 FTT

THRTTAT TFT 0 o i sifaw Ferae |, 9151, 570(37), aa 7.8.2014 g1 =T
T

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homeopathy)
NOTIFICATION
New Delhi, the 1st September, 2014

G.S.R. 633(E).—The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945,
which the Central Government proposes to make in exercise of the powers conferred by Section 33N of the Drugs and
Cosmetics Act, 1940 (23 of 1940), is hereby published as required by the said section for the information of all persons
likely to be affected thereby and notice is hereby given that the said draft rules will be taken into consideration after the
expiry of the period of thirty days from the date on which copies of the Official Gazette in which this notification is
published, are made available to public;

Objections or suggestions, if any, may be addressed to the Secretary (Department of Ayurveda, Yoga and
Naturopathy, Unani, Siddha and Homeopathy)(AYUSH), Ministry of Health and Family Welfare, AYUSH Bhawan, ‘B’
Block, GPO Complex, INA, New Delhi-110023.

Any objections or suggestions, which may be received from any person with respect to the said draft rules, within
the period specified above, will be taken into consideration by the Central Government.
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DRAFT RULES
1. (1) These rules may be called the Drugs and Cosmetics (Second Amendment) Rules, 2014.
(2) They shall come into force after one year from the date of their publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945, in rule 157, for sub-rules (1B) and (1C), the following sub-rules shall be
substituted, namely:—

“(1B) No manufacturer shall use any prefix or suffix with the name of any Ayurvedic, Siddha or Unani Tibb
drug falling under clause (a) of Section 3 of the Act, except as described in the authoritative books specified in
the First Schedule to the Act:

Provided that a formulation without any specific name, described in the authoritative books may be named on the
basis of the ingredients of that formulation.

(1C) The names of any Ayurvedic, Siddha or Unani Tibb drug falling under clause (a) of section 3 of the Act
shall not be used for naming any patent or proprietary medicine relating to Ayurvedic, Siddha or Unani Tibb
systems of medicine referred to in sub-clause (i) of clause (h) of the said section.

(ID) Notwithstanding the period for renewal of licence provided in rules 156 and 156A, the licensee of the
Ayurvedic, Siddha or Unani Tibb drug, which is not in conformity with sub-rules (1B) and (1C), shall seek
renewal of the licence with appropriate name of the drug within a period of one year from the date of
commencement of the Drugs and Cosmetics (Second Amendment) Rules, 2014:

Provided that this rule shall not be applicable to any batch of Ayurvedic, Siddha or Unani Tibb drugs
manufactured prior to the date of commencement of the Drugs and Cosmetics (Second Amendment) Rules,
2014

[No. K. 11020/06/2011-DCC (AYUSH)]
BALA PRASAD, Jt. Secy.

Note : The Principal rules were published in the Official Gazette vide Notification No. F. 28-10/45-H (I), dated 21-12-
1945 and last amended vide No. G.S.R. 346 (E), dated 21.5.2014.
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