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e A TRAT Fe T HATET
(FaTee 3= afRaTe Fearer )

CIEL L
T2 faeett, 1 weady, 2017

ar.%1.1. 80(zr).—sirufer siw wamas At fAerw, 1945 7 3fw wemrew e % forw wfaa Rt
T FFerferfaa aTed, oo e TRt T, SiOier ST TETe aray Sfaead, 1940 (1940 7 23) it &y
12 ST 9T 33 EIRT 9&T AT T TART Fd gU, SUTer Tad il aATgahie are F TIHel FLd & T,
FATT T TEATT g, 3 qdt ARGAT ¥ ARy F oo wewrtora B Srar 8, e 35w yartaa g A
TATAAT g 3T 78 AT &7 ATl ¢ o6 I I [t 92 39 g &, et =9 9 [t ae ard %
IS 61 ST AT &0 IAee FIT &F ST &, Tarerte & 6 SAater i FAE 9% A7 Iq6 TAq (@9
[ERIE I

FeR T FLHIT T UH &A1 S ATAT 92, ST I TET FIH7T & q99 § F9 AHiae sater %
e FoReT =31~k & YT 2, A= T S |

UH ST ¥ G, AR FIe 2l, qa g (3iufe), T i i e §31e, A1

TR 414-1, <t &, fAuTor waw, 92 faeei-110011 7 99 97 @R T rg.singh72@nic.in 7% ¥ {0
STT TRl 3 |

Y A
1. (1) =9 RIsT &1 G a1 $iwfer $ie e arnRit(Eera) =9, 2017 81
(2) T TSI § 3ok STAH THTIA 6T AT T T g |

540 Gl/2017 (1)
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2. sfufer o s|Ted qTRT Faw, 1945 (B2 =899 =0 T9Tq 3 =99 &gl @7 8) %[99 677 #

[N

Aerferiad aeeqa sia:earioa o Stroam, srari;-

‘O ToRelt Aol & TTcHTEA-ua ohamahe Tl  forw siraferat 7 geel™ #3d & forw g srarta srofera
SR
3. I =Hl F AW 679 % IuIw (1) #, ST STqIA WTewRT 6 T § grearats dfafaay &
FAGIT A & [T TAH 8”& o T 9T ‘ST —
(F) Tt AreeramTe e faemerT & grearae § =y ar
(@) Trelt ATeraTITe fErafaeneT & wreer § = ar
@) T T g ee et sraErt % aiET A1 TS 207 AT IET 209 H ST 10T
T AT TAT § FIEATATE SUTET § A FLd o U U o AHT Tlgd [hell Aarare
et & s=ew =Rft T fohw g 87 ersg @ SO |
4, I AFEl F A9 678 F @ (2) F W W, Mefoiad @€ T@r ST, ;-
“(2) =T 20T H ST T 90T §, FrearaedT sioferat 1 &, -
() T =R % ggaeqer & qefia fFar sroa, S e e 677 ¥ suftaw (1) § Al
FRATT & AT
(i) TSI, A AT TH-THT § AT GIEATATAF T=ATohedlT SHAATAT 6 T8 & ATHTL SHUTEAT FT
faraeor 2 % e, Faer Afawmtar & deeas G & BT s i)
5. 3 At & w855 ®, IufaH (2) F waTq Mefeted Iufaas sia:wamaa fhar ST, sraiq-
“(2%) sr=edt fafamtor gt &1 ywmores — vF fAfRmtaret #, S et 1 § g gt

sirofert 7 st AT wgfa £ sroarstt 1 aqures wea 8, st ARt ggfa 1 swmore
SAte HT fAfemTar #F arg 9% ST T S )

6. Sh (AT & ATAT @ H, FH Gedih 31 ¥ ITH GaT9q &2 % &1 9 FHfaed #7 geqi®
Sirerfer T &t e T HHT 1T od

“31. Frertae st AT % AT 4 3T ITH T F970 0 [T F 3uae, [T
Tag T 207 # o sty 7 g, Fefrteg aat & o= =d gu-
(i) == sfrotert T oo, ssra AfAataret it g diaas grer arEr
EIEIRIER R RERIRE 1L 1

(ii) = sfrorfert =T Tare & o, Fem 61 % el st sharfery
T SAAGIAT GIXT [T ST,

(iiii) =T SFrorferaT T WeTeor o= werraeft it sirafert ¥ gasg
STTUATT;

(iv) = sfroferat =1 3 == et o stefie sregere fereft fafeetar ar
FEERT | T SITos;
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(v) TR g1 2 Siraferdt & 7 3% ok  srfrore 9 9 #9 fi+F
T f7 srafer F fore g S

(vi) =7 STOTERIT T A RT0T ST T FOTores ATHT § o Sros |7

7. I Al F Al 1 H -
(i)  “ITHTIOT AALATA T FEATAT LT 1 F ITALT 1.1 |, “I7 AL Asal K, AG-GT F AT &, A7 &
ST,
(i) “EIF ST IUERY F HETAd I 2 F ITUT 2.1 H, “GAV 9q5% F ©IH U, Tg-STgl I8 AT g,
“THRTL” 9Teq TGT STTUAT;
(iii) “ITERN AT FrALTsN il TALTRATA” | HATST 92T 3 H,-
(37) STT 3.1 §,-
(F) T (v). (Vi) 3T (ix) &, “A0ft 304 F TTAAT T F a9 el AT AFRT F T I, AGi-
STET T 0 8, “FH F 70 Afy 304 F TAAH T F a9 9757 ¥ 37k T IO,
(F) “STT-STT T Sl T AT HEATaT o 70 55 a9t #iex § gRi1 oreal 3% 3l &
T UT “STETIT SEATIAT & [o7T 55 a7 HieT § 7 Aal vl eTe% 3T 3 T S0,
(3M) STURT 3.3 F fevqOr F fevavr (@) § ATl FE AERl F THAT AT TAGH i MR
WFW%QEIT@,
(3) ST 3.4 H, “IUASH TS FATUAML ersai & €= a2 “FAfawior gfeear £t sroemsi F e
YT FITS AT o8 TG STUAT;
(2) SIIT 3.6 H, “IUAH FAAS MU ereai & €A a7 “FAfFwior gfehar it sroersi & g
IqASH FITS FTUAT” 9768 T STUAT;
(iv) “Frferdt == yamr’ & "6fad 90 4 % ST 4.3 #, 99 (i) F v ¥ Fuletea g @ i
STTURMT, STTe;-
“(ii) =R gemaeft;”;
(v) ‘=gt ATy | Seted 9w 5 % ST 5.1 H,
(31) @< (%) .-
(I) 72 (iv) F & 2 fAeferfaa w8 Tt ST, seri-
“(iv) FTHYT TSI ATAFT % AT g

(I) 5= (v) &, TAT “6 AT o ATUF AT Al gIHT ATRT” A=ET T, Tgi-STgl 9 od g, AT a7
ST,

(3m) @ (@) ¥:-

(I) 9= (i) & =79 X FAefeied 78 Tl ST, ;-
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“(i) 9T G T FFT AHAT TSI 5 ALH 2T

(1) 77 (vi) ¥ 9 Fofafed 78 Tl SToaf, sraid-

“(vi) TTSIT STET-GFAT T G SATAT 6 TAT 3 ATHAT H qe A1 | 2T o sro;
(1) == (vii) & == 97 Fefafed 78 Tt SToaf, sraid:-

“(vii) FTEAT F TAF TLIT F AT TEIAFAT 67 ATH; GTET HT 977 T9T T217 60 T0 9G17 F77 90,
Ao TH=er; SUgT T TAT; TeRfoRT T a7 AT § Hefarq o= grm;

(vi) TT 6 F ITULT 6.4 FT AT fhaT JTUAT;

(vii) “srer|Te #iT AT’ | "@&tad G 9 § “RAfAwt £ a” st 7 qge “grAratE adqed =l s
ST-Saerare & Ear, T o= 9Tet & orefie TRt o 77 87 arsx &t R S |

[®T. 7. TF-11014/1/2017 <1.30.04 ]

Frad AT OTHT, T A4

feroqur ;. w& A W F Toas # AfggEET |9, UH-28-10/45-t=(1), IR 21 fREwEw, 1945 3RT
TERTTAT [T T o T 399 Sifaw "erree sTfag=er &, ar.#LH. 56(37), ara 19 s9adt, 2017,
FTT TRt AT O

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 1st February, 2017

G.S.R. 80(E).— he following draft of certain rules further to amgethe Drugs and Cosmetics Rules,
1945 which the Central Government proposes to nrakaercise of the powers conferred by sectionri® a
section 33 of the Drugs and Cosmetics Act, 19400f23940) after consultation with the Drugs Techhic
Advisory Board is hereby published for informatiohall persons likely to be affected thereby antagois
hereby given that said draft rules shall be takéo consideration on or after the expiry of a perid forty-
five days from the date on which the copies of @szette of India containing these draft rules aszlen
available to the public.

Objections and suggestions which may be received &ny person within the period specified above
shall be considered by the Central Government.

Objections and suggestions, if any, may be addiess¢he Under Secretary (Drugs), Ministry of
Health and Family Welfare, Government of India, RodNo. 414 A, D Wing, Nirman Bhawan,
New Delhi — 110011 or sent on em@jlsingh72@nic.in

Draft rules
1. (1) These rules may be called Drugs and Cosmetics ( Amendment) Rules, 2017.

(2) They shall come into force on the date of tfiaal publication in the Official Gazette.
2. In the Drugs and Cosmetics Rules, 1945 (hereinadiierred to as the said rules), in rule 67C, the
following proviso shall be inserted, namely:-

“Provided that no licence shall be required foribitimg the drugs for promotional activities in
any fair.”.

3. In the said rules, in rule 67F, in sub-rule (1), file words “who is in the opinion of the licensing
authority competent to deal in Homeopathic medieihthe words “who is holding,—

(a) degree in Homoeopathy from a recognised University;
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(b) degree in pharmacy from a recognised University; or

(c) Bachelor's degree from a recognised University witte year experience of dealing in
Homoeopathic medicines in the premises of a regidtelomoeopathic Medical Practitioner
or premises holding licence in Form 20C or Form 20D

shall be substituted.

4. Inthe said rules, in rule 67G, for clause (2),fthllowing clause shall be substituted, namely:-

“(2) In the case of licence in Form 20C the Homédbigamedicines shall be sold,-

() under the supervision of a person having qualificet referred to in sub-rule (1) of rule

67F; and

(i) in manufacturer’s sealed packing only except dispgnof medicines in globules, water
or milk sugar or as per prescription of a Homoebijgatledical Practitioner.”.

5. Inthe said rules, in rule 85E, after sub-rule {@)pwing sub-rule shall be inserted, namely:-

“(2A) Certificate of Good Manufacturing PracticeThe certificate of Good Manufacturing
Practice to manufacturers, who comply with the nexpients of Good Manufacturing Practices of
Homeopathy drugs, as specified in Schedule M-1)l f& issued upto the date of validity of

licence.”.

6. In the said rules, in Schedule K, for serial numB&rand the entries relating thereto, the following
serial number and enteries relating thereto sleadiubstituted, namely:-

Class of Drugs

Extent and Conditions of Exemptions

“31. Homoeopathic medicines

The provisions of CeapV of the Act and the rule
made thereunder which relates to sale licence nmH
20-C, subject to the following conditions: -

(i) These medicines shall be sold in the origiredled

small quantity packings of the licenss
manufacturers;

(i) Medicines shall be stocked and sold by ref
dealers of medicines licensed under rule 61;

(iif) Medicines shall be stored separately from eot
allopathic drugs;

(iv) Medicines shall be purchased from a manufaantl
or a dealer licensed under these rules;

(v) Purchase and sale records of medicines sha
maintained by the dealer for a minimum period
three years; and

(vi) Medicines shall be Ilabelled in generic

ail

ur

| be
of

or

pharmacopoeial names.”

7. In the said rules, in Schedule M-I,-

() in paragraph 1 relating to ‘General requirements’sub-paragraph 1.1, for the words
“or outside” wherever they occur, shall be omitted;

(i) in paragraph 2 relating to ‘Plant and Equipment’,sub-paragraph 2.1, for the word
“origins” wherever it occurs, the word “types” shiaé substituted,;

(i) in paragraph 3 relating to ‘Requirement of Equiptraard Facilities’,-

(A) in sub-paragraph 3.1,-
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(@) in items (v), (vi) and (ix), for the words and figis “stainless steel of grade
304" wherever they occur, the words and figureaifgéss steel of grade not
below 304" shall be substituted,;

(b) for the words and figures “shall be separate adl ble 55 square meters for
each for basic installations”, the words and figutghall not be less than 55
square meters for basic installations” shall besstutted;

(B) in sub-paragraph 3.3, in the Notes, in Note (kgrahe words, “neutral glass”, the
words “or stainless steel” shall be inserted;

(C) in sub-paragraph 3.4, after the words, “shall bevigled”, the words “as per the
requirements of manufacturing process” shall beriesl;

(D) in sub-paragraph 3.6, after the words “shall bevipled”, the words “as per the
requirements of manufacturing process” shall beriesl;
(iv) in paragraph 4 relating to ‘Quality Control Divigsipin sub-paragraph 4.3, for item (ii),
the following item shall be substituted, namely:-
“(ii) Compound microscope;”;
(v) in paragraph 5 relating to ‘Raw Materials’, in qudragraph 5.1,
(A) in clause (a),-
(I)  foritem (iv), the following item shall be substéa, namely:-
“(iv) the materials shall conform to the pharmacsipbstandards;”
()] in item (v), the words “and should not be more ttsix months old”
wherever they occur, shall be omitted;
(B) in clause (b):-
() foritem (i), the following item shall be substidat, namely:-
“(i) the raw materials of plant origin shall be@er pharmacopoeia”;
(I for item (vi), the following item shall be substiéd, namely:-

“(vi) fresh herbs shall be stored in open mesh lags materials in closed
containers”;

() for item (vii), the following item shall be substied, namely:-

“(vii) each consignment of the material shall beaopanied by a statement
of the supplier's name; name of the plant with deton of the part
supplied; the Pharmacopoeial reference, place dfeation, date of
packaging and weight”;

(vi) in paragraph 6, sub-paragraph 6.4 shall be omitted;

(vi)) in paragraph 9, relating to ‘Expiry Date’, afteretvord “manufacture”, the words
“except Homoeopathic dilutions and back potenciegreserved under hygienic
conditions.” shall be inserted.

[F. No. X-11014/1/2017-DRS]
K. L. SHARMA, Jt. Secy.

Note : The principal rules were published in the Gazettimdia vide notification No. F-28-10/45-H (1) ddte
215 December 1945 and last amended vide notificationber G.S.R. 56(E) dated®9anuary, 2017.

Uploaded by Dte. of Printing at Government of lnBress, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications,Hb&l10054. Digitally signed by
ALOK ALOK KUMAR

Date: 2017.02.07
KUMAR 13:53:40 +05'30'



		2017-02-07T13:53:40+0530
	ALOK KUMAR




