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ey R qRER FeTr WA
(e 3R afER wearor fawmn)

st

T2 faoett, 10 qa¥aT, 2017

qr.&1.fA. 1380(3).—a: oty =i yaree arefy A=W, 1945 &7 ¥ geirea #37 & forg
Faqg [T & 9T, AT GHN, FTEE Ud URAN w1 G, e IRa wedr
T & a1 w3t 2017 & |, arE. 80(3) & dgd ari@ 1 wast, 2017 F 9=d &
TSI, ATV, T 11, &7 3, IT-4TT (i) | oty si¥ swames aradfy stferfa=a, 1940 (1940 =7
23) & g1 12 3iT a1r 33 § FATeUterd Wenttora R o1 o 39 asfy srfxra 7 srafran
T qATT ATHET Fd g g 897 TATEd g1 6l GA1EAT off 97 39 arita & Tqrei e & Hif
FATe THTT g & 9ol ST T &l 3ad ATSEAAT a1l ST 0l TIAAT ST &l ITAH HATS
TE off;

3T, T, ITF T it IfaAT 9T 1 wa<1,2017 & ST 7 3uAsy Frs TS ofT;

T, T, Feal T TR G 3ad HAAT 9L SAAdT & IToq A= i gamar a2 = G
T,
A A, FeTT GLHTT IFd AT 7 G127 12 T 9127 33 FTT Tacd <RI &7 TN Fd

TU, Feald  SOle qaelehl TTghie aie & T X0l & TATT Arurer T JoregT arft =,
1945 ¥ T Hemred v & for Aot g =t g, e,

6645 G1/2017 (1)
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1. (1) == 9=t 7 Sfer am- Srotdr S Jo e qard (11 gerrg) =%, 2017 g
(2) T TSTIS | I THRI 1 ARG H T g1

2. drgfer oY yaTas |t aw, 1945 (g =98 =8 T 3<% 939 #2717 8) & Haw
67 ¥ Meforfad aeeqa siq:eamfaq o o, sraiq:-

“qveq et B § drcareA-wEe) Bramwardt ¥ forg siafaa F gadw ¥ fro A agata
3. I fA¥(l & =W 679 % 3ul=aw (1) ¥,

(i) “STT SATATIT ISR 6 T § GrEATATEE O] § g ®id & (o0 qeH g7 9eal &
T w7 fAeferted war S, sei-

“TSrere aTe -
() et wrerarse A Ererers & greqvieft # Rt waar 2 v
(@) Tereft sreararme e famme & st § foft waar g an

() et woredapa gt fencar sreaamdt it GFaEs #§ 97 T8 207 A1 %7 209 §
AIHATH T A AT RRATIIE AT § FTF T F Uk a9 o JqAd qrgd el
aregarTe fErataemeas & a=e i @ waar g a1

(=) grearatares BTt o fRveraT vEar gr, 4v
(2.) BrEATaTF HIHAT 3T geit # fRwermT @ g
(ii) STETTR Ferrfera T 7 8, Ieq@® & €419 9, Mefoiad 9eeqe T@T ST, Srofid.-

“Oiq ST SR SUTer S YT /TRt (11 gerred) Faw, 2017 F yadq § 98 T=T 207 AT
T=T 209 AT I H ATATH TEE FIA 6 TS 6 o7 Feqq =qf<h & €9 § 7 AqAH
TTFEHRTOT § g § g1 TSTEEIdhd 2l, IH IFd TATSAI o o0 qerweaf<h & €9 § HET [T JET
Al

g Fg Y off T & o woredtga grearatee el seaardt | ua afewd § grearaeft £
AT ¥ BT ¢ gl gEATatIe e it feshia &t SITdt g, greanaiee siufel T Heqage
ERIETSIIE

4. 36 [t & 7w 677 & @ (2) & w9 W, Mefied @< w@r S, d9id:-
“(2) TET 2077 § ATATH T =9T |, greara=dT sirafert w1 &, -

(i) & =xiE % gFaeror & srefier o stromm, o ae A 679 & suteew (1) §
fAfde srgamu & sie

(ii) TATETA, ST AT TH-MHT | AT greArarra fhcar =raarft & 8@ F I8
srorferat =1 faawor e % e, wae EfRwtar dt droeae ot § BT smom?;
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5. 36 (AW & MW 853 H, SUMHAH (2) % TATq RHAloiad IUIH AT Eq1ha AT STusm,
ER I
“(2%) sr==t fafawTor agfa &1 ywmorae — Ue fafeEiarst &, S aqEEt -1 § aaaEke
grATafee Arafeat i =l fafawir agfa & searstt 1 sqare wed 8, d=a fafawir
TE I T THTTTS SATATH il [ATEHT=aT 6l T q% ST AT ST
6. 36 Al & gl @ H, wH geqiE 31 % IHE "atdd atedi & e\ 97 Heferiaa
T@T STUATT, AT

rorfer =7 Rt e it AT M o

“31. gEATITIF siroferat ATITIH % AT 4 ST I9F Tefiq FaT0 70U =741 F 3=, Seawr
Hae w7 207 # fom sqaty & g, el odt % srefi= wwa gu-
(i) = sirafert = o, srse Afamtarsh i g7 @i e ameEn
FTeqt Tt ® AT ST,

(ii) = sty =1 werh oi7 foera, fRaw 61 % srefte s arofar
= Y SAARTLAT GILT [T SITUAT;

(iii) = SIOTEl 7 G737+ UATTAT it Sirofery & g2
SITUAT,

(iv) = Srafert w1 77 == =T F qefi= srqae et Af=wtar av
FEgIt T fohar STusm;

(V) SEETET ZILT 39 AT % 77 i 3T & Af9erg 37 9 %7

& =7 it srater F forg v srua”

7. 3 (AFElF AqgAT €1 H,-
(i) “HTETIOT ATLATA T Faterd 90 1 % ITUT 1.1 §,“AT AT 9Teal w1 AT 6T SATUIT;
(ii) ‘A AT ITERT F HEfHT T 2 F ITIT 2.1 H, YA 057 & T U, “TEHR M5F @l
STTUATT;
(iii}) ‘SUERT AT GrAGTAT T AFLTRATSA F Haferd 927 3 -
(1) 3T-TT7 3.1 ¥ -

(F) A= (v), (Vi) 3T (ix) §, “Aft 304 F TAAT I Mol AT Rl 6 TIF I, “FH 9
F AT 304 F TEAAT LI FHE: o8 AT 3% T S0,

(@) ATe_T T Sl T I M- T AT AT AT HeAT9T & o 55 a9
Hiew § g “ATeTsd SEATI1 % forT 55 a7 Hiex F %7 T8 gl o0s8 3% i
ST,
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(31) IT-T7 3.3 & fequrt & feoqur (@) # “Meramat 7 9reat & v 9% AT st 4T
TEAAT TEA” 9167 T STUAT;
(3) SU-TRT 3.4 H, “IuAey FIE AU et & wara “Fafawmior iwan 1 sravst  aqan
9oTe 3 TITiUa foh STusT,
(2) ST 3.6 H, “IAAH HI[2 ATUIAT” eeal = qerq “TAFATr ghhar it uaarsi & e
9rex 3 TTiua fohu SToT;
(iv) ‘Frferer fa=ror w9 & "efera 90 4 % I9-977 4.3 °, u% (i) “F=sfea arewesra & v 9
AT “ATRIE ATSHIEhT TET SO, ;-
(v) ‘T ATy & gefea e 5 % 397 5.1 ¥,
(31) @< (%) .-
(I) 5= “(iv) ITHRET oo 37 S At arRft & g gif;” F €& 1<
“(iv) FTHIT SUTST TSI & AqeT g, T@T SITuAT;
(1) 7= (v) ¥, “TAT Yg AeAT § ATeF RIAT qgl gl ATy’ 9T&al HI, STgi a9 far
ST,
(=M =< (@) H:-
(I) 7= “(i) 3T T TohaT AT AT 9t T I g qr A & 9ry urd i g €27
SIS ZRIT;”, % T I HE “(i) TTET qA *hl gl ATHIT HISTHIE 6 ATHIT BRI, Tt
ST
(1) 717 “(vi) TR Gt SATeAT % et 7 Ut It arnit § gt Ses gar &1 siaw 1399
g1 |F;” o T 9 7T “(vi) T TEI-FIEAT H G SATeAl 6 TAT 37T AT 9Tt § 9+
AT § et oA srown; Tt Sirust;
(1) &= (vii) & = o2 Aeferfad 78 Tl ST, srai:-
“(vii) FTHIT % T TLIOT F AT TETARAT 6T ATH; ITET T ATH 247 Ta o7 70 97
T AU WOTore THer; SIUgor 1 w1, AT &t aie i 9 § gatad e ge;
(vi)  ITRaTST & Hetad 937 6 % IU-9XT 6.4 &7 AT FoRAT JTUAT;

(vii) “sEETe Fi arE’ | "eted 91 9 ' “fAfFwi fit aE” oeal & T 97 “grena i
TIFHT =Tt e Td-aerarat & Frar At £ aa, afs wa=g qarst & = ahzfea T
AT & 9Te% T STUT |

[FT.5. TT.11014/1/2017-3. 52,74

I FAT, T AT
fomqor ;. w& MW 9Ra % TS § ATSEEAT |, U, 28-10/45-U=(1), A 21 ffEE, 1945
FIRT T T 10 o siie 39H sifqw Hemtae stfg=ar €. 91814, 1337(3), aia

27 FFqa, 2017 FIRT 61T 7 o7 |



[9rT II-@vE 3(i)] RA A1 TSI ¢ SAHTER 5

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 10th November, 2017

G.S.R. 1380(E)..— Whereas the draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945
was published as required under section 12 and section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940) in the
Gazette of India, Extraordinary, Part II, section 3, sub-section (i), dated the ™ February, 2017 vide notification of the
Government of India in the Ministry of Health and Family Welfare, Department of Health and Family Welfare number
G.S.R. 80(E), dated the 1* February, 2017 for inviting objections and suggestions from all 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;

And, whereas, the copies of the said Official Gazette were made available to the public on 1* February, 2017;

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

Now, therefore, in exercise of the powers conferred by section 12 and section 33 of the said Act, the Central
Government, after consultation with the 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 (1 1 Amendment) Rules, 2017.
(2) They shall come into force on the date of their publication in the Official Gazette.

2.In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in rule 67C, the following
proviso shall be inserted, namely:-

“Provided that no licence shall be required for exhibiting the drugs for promotional activities in any fair.”;
3. In the said rules, in rule 67F, in sub-rule (1),

(i) for the words “who is in the opinion of the Licensing Authority competent to deal in Homeopathic
medicines:” the following shall be substituted, namely:-

“who is having,—
(a) degree in Homoeopathy from a recognised University; or
(b) degree in Pharmacy from a recognised University; or

(c) Bachelor’s degree from a recognised University with one year experience of dealing in Homoeopathic
medicines in the clinic of a registered Homoeopathic Medical Practitioner or with the holder of licence
in Form 20C or Form 20D; or

(d) diploma in Homeopathic Pharmacy; or
(e) diploma in Homeopathy Medicine and Surgery:”;
(ii) as so amended, for the Proviso, the following Provisos shall be substituted, namely:-

“Provided that the person already registered with the State Licensing Authority as competent person for
the purposes of grant of license in Form 20C or Form 20 D or both prior to the coming into force of the
Drugs and Cosmetics (11" Amendment) Rules, 2017, shall continue to be considered as a competent person
for the said purposes:

Provided further that no registered Homeopathic medical practitioner who is practising Homeopathy in
the premises where Homeopathic medicines are sold shall deal in Homeopathic medicines.”;

4.1n the said rules, in rule 67G, for clause (2), the following clause shall be substituted, namely:-
“(2) In the case of licence in Form 20C the Homeopathic medicines shall be sold,-

(i)  under the supervision of a person having qualifications referred to in sub-rule (1) of rule 67F;
and

(ii))  in manufacturer’s sealed packing only except dispensing of medicines in globules, water or milk
sugar or as per prescription of a Homoeopathic Medical Practitioner.”;

5.1In the said rules, in rule 85E, after sub-rule (2), following sub-rule shall be inserted, namely:-
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“(2A) Certificate of

Good Manufacturing Practice.- The certificate of Good Manufacturing Practice to

manufacturers, who comply with the requirements of Good Manufacturing Practices of Homeopathy drugs,
as specified in Schedule M-I, shall be issued up to the date of validity of licence.”;

6. In the said rules, in Schedule K, for serial number 31 and the entries relating thereto, the following shall be

substituted, namely:-

Class of Drugs

Extent and Conditions of Exemptions

“31. Homoeopathic medicines

The provisions of Chapter IV of the Act and the rules made
thereunder which relates to sale licence in Form 20-C,
subject to the following conditions: -

(i) These medicines shall be sold in the original sealed
small quantity packings of the licensed manufacturers;

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

(iii) Medicines shall be stored separately from other
allopathic drugs;

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

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

7.1In the said rules, in Schedule M-I,-

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

(ii)  in paragraph 2 relating to ‘Plant and Equipment’, in sub-paragraph 2.1, for the word “origins”,

the word “

types” shall be substituted;

(iii)  in paragraph 3 relating to ‘Requirement of Equipment and Facilities’,-

(A) in sub-paragraph 3.1,-

()

(b)

in items (v), (vi) and (ix), for the words and figures “stainless steel of grade 304”, the
words and figures “stainless steel of grade not below 304” shall respectively be
substituted;

for the words and figures “shall be separate and shall be 55 square meters for each for
basic installations”, the words and figures ‘““shall not be less than 55 square metres for
basic installations” shall be substituted;

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

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

(D) in sub-paragraph 3.6, after the words “shall be provided”, the words “as per the
requirements of manufacturing process” shall be inserted;

@iv) in paragraph 4 relating to ‘Quality Control Division’, in sub-paragraph 4.3, for item “(ii)
Dissecting microscope”, the item “(ii) Compound microscope” shall be substituted;

) in paragraph 5 relating to ‘Raw Materials’, in sub-paragraph 5.1,

(A) in clause (a),-

@

axn

for item “(iv) the materials shall be free of inorganic or organic foreign matter;”, the
item “(iv) the materials shall conform to the pharmacopoeial standards;” shall be
substituted;

in item (v), the words “and should not be more than six months old” shall be omitted;
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(B) in clause (b),-

0)) for item “(i) a small twig of the plant with leaves shall be available if the part used is
bark of the plant;”, the item “(i) the raw materials of plant origin shall be as per
pharmacopoeia;” shall be substituted;

n for item “(vi) the materials shall be in open mesh bags or in suitable material which
permits the passage of air inside;”, the item “(vi) fresh herbs shall be stored in open
mesh bags and materials in closed containers;” shall be substituted;

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

“(vii) each consignment of the material shall be accompanied by a statement of the
supplier’s name; name of the plant with description of the part supplied; the
Pharmacopoeial reference, place of collection, date of packaging and weight”;

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

(vii) in paragraph 9, relating to ‘Expiry Date’, for the words “date of manufacture”, the words “date
of manufacture except Homoeopathic dilutions and back potencies, if preserved under
hygienic conditions.” shall be substituted.

[F. No. X.-11014/1/2017-DRS]
SUDHIR KUMAR, Jt. Secy.

Note: The principal rules were published in the Gazette of India vide notification No. F. 28-10/45-H (1), dated the
21" December, 1945 and last amended vide notification number G.S.R. 1337(E), dated the 27t October, 2017.
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