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T faeett, 23 frawav, 2021

TT.#1.f7. 669(3r).—rwter i yHTae ArEdT FagTaett, 1945 FT T oy 9 & foru s fF
Srter sfiT JETere eyt sTfafaae, 1940 (3 23 1940) i &m=T 12 3T &M<T 33 1T Tacd ARAT T IR
FIA G AT AT THeATN TATZHIT AT o6 A 6 TG hex AT H TEQAH g, HEATIEd widad
=T o ST FT, THF G TATAT g T TATaAT arer qeft s7=pa1 7 STt & forw i
STTAT & 3T TAegTel AT &t STl g T I qeiar Faai o Raem<hi & sl 941 qAEl 9% 39
e & | faet F srafd qureq g a2 A1 39 a1 A= BT smoa e ardie # i e ey A
T T F TSI 7 TIAIT ST il STTe FLT, SATUIAT;

FF AR G ST Miase sty & sfiae et o7 =3af=F & Sa/q IT&q 9Teq g arell sratai
e qETET 9¥ A= T S,

AT AT TATE, AT FIE g, a5 T, AT G, AT a9, d 5ot Sy Hirder= T,
FreuAy, 7% fIeeli-110023 T 3Rt 3 S0 st -8« dec-ayush@nic.in. 9% 95

CCIEERE
1. (1) =9 AT 7 sfufer vd T89Tes aEd (e, Terrere) ==, 2021 Fgr S[TuAT)
(2) T FRTw FLHTE TSI | Th ATAH Y9 6T arg § dR] g0

2. ufd oY yo T arnRit 9w, 1945(38% 1% g S (FW &gl s, 30 & form,
FReferfea fem wr staeentaa T srom, srai-

5502G1/2021 Q)
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“30%FF. T ATt STt &1 s - (1) Faw 21 F @2 (@) § TR Saerta Ate=r ger
o & <F 2 st o Semar ST I9F A et off 92 grearaeft sirafer 1 srara /gt
SO

(2) IT-FFH (1) F T ATATT & [T A Fd 9T 7% greArefT Sfufe F7 s, S
AT F THET UH TETAS T 7T & e HOTT ST A8 SATSawrey sirafer i q2a,
R TaTasRTIRAT 3T T8 A1 o0 U SEaw greraed YA T s e 6 o AraeTd
THAIT &l

FTHIFII.- TH 90 o TS & o0, 9% AT rare sioter' s STissmT 2,-

(i) U ATt St ST AR AT AR ST AWNEHT AT TATIET FRISH F grEATatUd
ETHIRAISAT AT FTHA gIEATIT% BIRTR AT JT HIEET EATATEE REadr a1 29
TR § [fde 987 §; =37

(i) ST srferfe=m i qget =T § [Afey gt fit wfasa qFast § d&qq aat & dgd
TATATCATE S % & H JT+IdT ITH i g; AT

(iii) ST grerraet siofay 7 " g oed v v A srfae siofeat € s = () § steatea
ot off st & e 987 8 31 S @ (i) § Steafaa greard=f it sriesa i §
AT YT &l &; a7

(iv) ST &7 =T <7 & srfer grearae=fy siofert 1 92 8 9o g7 SAa1 @2 (i) F I grearaedt
TR ITIAT § 7 ATSATT AT 7o =1 § e greaaeft i afesa et § STevT-37em
oo gl, Nivg o1 qget ar Us [fSra sqora #§ 95T 3 &7 95019 8, a7 98 7 &
T SIS § STaFat & AT T FHIATT AT F 1T TaAT FH TEdTd o, T

(v) ST A= 21 % dgad At ATaFET g =T YWt e S aF a9 FrEed #6iw

= &l

(3) ToHET < SreAT=ft Sirafer T IEhT gl HSZT ol AT | AL T 0l AT 6 (o0 7% grearaedt
Srofer & &9 | /AT ST TR
(4) sIgAte ATTFIT F9w 21 % @< (9) ¥ MEea™ 78 Q2 29 & 918 & oiufd 397 § I7a0T %
o gaTaT T gRfera g, Meferfad At &7 3o Hitd gU SATHIGH ST FHeT:
T AGATH ATAFEN, T A5 ATt iofdr 9% Iuerse FAT AT T I AFwe AIAH g, gl
AEEH Al [oead & § Fra HMT, 3T Tqafd 9% @F=r &0 S & 9go odi & @1 6 S
g

3. 3k =wi #, M 853 4, su-Aaw (1) ®, @< (F) ¥, "W@ad @Ase & ar fos § |ras” =i &
e, AT aqeata s 3 She fasmet oeet & sigfRfay T smomisss e J, FEw 106F |,
IU-Fw (F)H,ET (1) 7, ST-EE (F) §, "THT IEATIF BETDIGAT" 9q6a1 6 a1%, [efatad &
“IT F= BIFATITI RIFTRT9IT T TG BT aT,"

[T.%.%.11025/01/2016-STH T (3)]
FHfarar i, @< At

MINISTRY OF AYUSH
NOTIFICATION
New Delhi, the 23rd September, 2021

G.S.R. 669(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 12 and section 33 of
the Drugs and Cosmetics Act, 1940 (23 of 1940), after consultation with the Drugs Technical Advisory Board, is
hereby published for information of all persons likely to be affected thereby and notice is hereby given that said draft
rules will be taken into consideration on or after the expiry of a period of thirty days from the date on which copies of
the Gazette of India containing these draft rules are made available to the public.



[¢TRT [1—=vE 3(i)] T T TSI © T 3

Objections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government.

Objections and suggestions, if any, may be addressed to the Secretary, Ministry of AYUSH, AYUSH
Bhawan, ‘B’ Block, GPO Complex, INA, New Delhi — 110023 or emailed at dcc-ayush@nic.in.

DRAFT RULES
1. (1) These rules may be called the Drugs and Cosmetics (.......... Amendment) Rules, 2021.
(2) They shall come into force on the date of their final publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945 (herein after referred to as the said rules), for rule 30AA, the following
rule shall be substituted, namely:-

“30AA. Import of New Homoeopathic medicines.— (1) No New Homoeopathic medicine shall be imported
except under and in accordance with the permission in writing by the Licensing Authority as defined in clause
(b) of rule 21.

(2) The importer of a New Homoeopathic medicine when applying for permission under sub-rule (1) shall
produce before the Licensing Authority such documentary and other evidence as may be required by the
Licensing Authority for assessing the safety, therapeutic efficacy of the medicine including the minimum
homoeopathic provings carried out with it.

Explanation.- For the purpose of this rule, ‘New Homoeopathic Medicine’ means,—

(i) aHomoeopathic medicine which is not specified in the Homoeopathic Pharmacopoeia of India or United
States of America or of the United Kingdom or the German Homoeopathic Pharmacopoeia or the French
Homoeopathic Pharmacopoeia or the European Pharmacopeia; or

(i) which is not recognized in authoritative Homoeopathic books specified in the First Schedule of the Act,
as efficacious under the conditions recommended; or

(iii) a combination of Homoeopathic medicines containing one or more medicines which are not specified in
any of the Pharmacopoeias referred to in clause (i) or not recognized in authoritative Homoeopathic
books referred to in clause (ii); or

(iv) acombination of two or more Homoeopathic medicines even if individually mentioned in Homoeopathic
Pharmacopoeia as in clause (i) or in authoritative Homoeopathic books specified in the First Schedule of
the Act, which are now proposed to be combined for the first time in a fixed ratio, or if the ratio of
ingredients in an already marketed combination is proposed to be changed, with certain claims; or

(v) all nosodes and sarcodes unless certified otherwise by licensing authority under rule 21.

(3) A New Homoeopathic Medicine shall continue to be considered as New Homoeopathic Medicine for a period
of four years from the date of its first approval.

(4) The Licensing Authority as defined in clause (b) of rule 21 after being satisfied that the drug shall be
effective and safe for use in the country, shall issue approval subject to the conditions stated therein:

Provided that the Licensing Authority shall, where the data provided or generated on the New
Homoeopathic Medicine is inadequate, intimate the applicant in writing, and the conditions, which shall be
satisfied before permission could be considered.”

3. Inthe said rules, in rule 85E, in sub-rule (1), in clause (a), after the words “a graduate in Science with Chemistry”,
the words “or Botany or Zoology” shall be inserted.

4. In the said rules, in rule 106A, in sub-rule (A), in clause (ii), in sub-clause (a), after the words “German
Homoeopathic Pharmacopoeia”, the following shall be inserted, namely,-

“or the French Homoeopathic Pharmacopoeia or the European Pharmacopeia,”
[F.No. K.11025/01/2016-DCC(AYUSH)]
KAVITA GARG, Jt. Secy.
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