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qr.#1.:. 1380(31).—=a: ifdr i y\rem arnft e, 1945 #7 &7 G9ires #:3 & for
HATT FIHT F YT, ARG HR, WA U TRaR Hie@o Jaed, @ aan. &
o & a1 wEsr, 2017 F 9. arELE. 80(37) F dgd i 1 wadt, 2017 F 9Ra &
TSI, AATLTIOT, AW 11, €T 3, ST-4TT (i) H iofer i swamee arit srfarfa=w, 1940 (1940 =1
23) #¥ 9T 12 3T 91T 33 H FuTrufera whrtorg oA o or ey 3w vt sxfe ¥ st
Y AT AT Fd g0 S o909 a9ttead g it dradr ot 997 39 g & Sqrefty fam fir
FATT THTC B | Tl O AT T IFd ATGLAAT AT TSTTS il T(ATT STAAT T ITAH FATS
e of;

e, T, I T it IfaaT g 1 ®ea<1,2017 FT STaT 1 IqAsY T3 TS ofT;

1T, AT, Frald TLRT T 394 (FIHT 9T AT & TTed A=Al AT gamai a2 o= &ar
AT &;
A A, ForT TCRTE I ATAHEw 7 9 12 T 91T 33 g Yeod AT T TANT FA

TU, Frxid U Tahelehl AATGHIT A1 o6 a1 T % T furer T yores art Haw,
1945 ¥ ¥ T e & forw o faw aard g, srafa,

6645 GI1/2017 (€))]
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1. (1) == f=r=T = =iferg 919 sirafer sfiw J&mee qrEdt (11 geree) =, 2017 g
(2) T TTIS § 3Teh TRT T qTEIE T T i

2. Srfer S sETee "It Fem, 1945 (g T8 T8+ THTq 3<% AW Fgr 47 8) % Haw
6771 ¥ Meferiad qeegs s :&aTaa T ST, 7Iia:-

“meeq Rt Ber # TreTea-Heedt frmrert % o siofeaat % wadw ¥ oo wE =i
srferg wat gt
3. 36 Rt & w67+ % sufaaw (1) ,

(i) “STT SIATa TTfEERT<T T T § gt siutedl ¥ Sqag #3 & o 9e1q 87 a&ai &
e o eferfaa war s, sra-

“Forereh T —
() Tt AT e femmes & greareft # 2341 w@ar ar; =
(@) Tt AreraroTe fesaferrer & st § 3 T g 4

() TRt ToredieRa gredtares feferaaT sraamlt it fAefas ® 37 9%=0 207 a7 =7 209 |
AATH LTI FLA AT SIEATIIF At § FF F3d F UF q9 & qq9d argd T
Hregarore fasafammes & a=er it 3t vaar g av

() BrEATATI wrEAT § Eoerrar Taar v, av
(2.) BreATaferE wETET 3T Foidt # oot w@q gl
(if) STETiR Hertera T T 8, TR & €A T, Meeried aeeqe <@ SITusT, -

‘o ST AT AT 3T JHTed ATt (11 Ferred) Faw, 2017 ¥ gad9 & 98« I 2077 a7
TET 209 FATAT I H ATATH TIF FIA & AT 6 (o0 Fe47 =q<F & €T § T AqAH
ITIFERTOT § T8l | gf TSTECohd al, 3¢ 3ad TASHl & ol Feweg < & &9 § /AT AW AT
&

iq A A% | o e ot worediea gremates et searht s ve afewd § grearef i
FATR F 2T & Tt GreTater siataat 1 e 1 oy 2, Srerriie Sfafdet #r demaEn
TEl R

4. I AT & F9W 678 % @< (2) & v 4, Mefciied @< @ ST, soiq;-
“(2) =T 20T H SIATH =l 90T §, FreaAraedT sfrufert 1 &, -

(i) U= =R % g & srefie R strow, o ute Ay 679 & suftew (1) °
fAfde agard &; ¢

(ii) TATSTA, ST AT - § T grearareres fehcar sraardl & 956 F aqar
et = faraer e & fEr, Fae fBfRgtar i Hoee gt o B smom?;
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5. < Tt & e 857 #, sufaam (2) & weanq Muferfaa suffem sia:eafua e sro,
TATC:-
“(2%) sT=et At wgfa # 1 ymrreE - vE Efemtaret # S aggEt -1 § et
greaTafe et 7 sret fafawtor ggfa it srearsti #1 squres #2d 8, w=ar fafawtor
TE A T THTUTS SATH il [ATEHT=ar & arg a St =ar S’
6. I AWl &t o @ W, #9 geaid 31 3% 3A9 "atead yAtsat ® v uw Fetoted
TET STTUAT, AT

Srefer 1 & Ze ol HIAT 3T 9T

“31. grearatara srateat At o e 4 307 39k srefie s ru At & v, e
Harer w9 207 # o sty & &, Ao ot & erefi = gus-
(i) = siraterrt =1 e, see fAfRutarst & gt dees gy amEr
FTAT Tfehar § T ST,

(ii) = siroferat T Tares o A, w61 % srefim srgerm shaferat
& T AAGTAT gIT Rt ST,

(iii) =7 Aot T AT e Ut At St ' gusE R
STTUAIT;

(iv) = frafert &7 w7 =9 Famt F srehie s e Efamtar an
Fragrr 7 & sroem;

(V) ZTEETEY GIRT 39 SAOTA= 3 77 377 oo o rfoorg 7 ¥ 77

A = T ety F forg e sra”

7. S Il agEr 1 H -

(i) “ETETIT AUATA” & FaATAT T 1 F ITULT 1.1 |, AT AL A&t T AT FHwAT SATOIT;

(i) “FE ST SUERT § HATAT IRT 2 F SUURT 2.1 H, AP 07 F T U, “THRI 57 T@T

STTUAIT;

(iii) “STEHRT ST FrALTAT T Sraezharer F datda T 3 °,-

(31) ST-977 3.1 ¥ -

() AE (v), (vi) 3T (ix) H, “Ioft 304 & TAAT Tl &1 ST il & €9 9T, “FH &
FH A 304 F AT T FHA: M8 AT F T SATUA;
(@) 9Teal ST ST & TIATT YT “STERT-3TET BIT 3T T LT eI  forw 55 31
Hiex ® gRI” “Aremesq deamadl # o 55 aR7 Hiex & F7 7@l aivil” a2 3T i T
ST,
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(3m) S9-977 3.3 # fevqurf F fevaur (@) § “THera et =" a&ai & €I\ 9 “HerarEt &= 41
TFwE T 9e8 TG S0,
() IU-9XT 3.4 H, “IUASH FATS ATUINT” 9Teal o weara “FEfamtor gfomar £ sriearsti & srqame
oTex 3 TATHOq fohw SToT;
(2) STURT 3.6 ¥, “ITASY FITS AT oTsai o TeTq “Fafamtor aferar it srvemsii & aqEmre
oTex 3 TATHUq fohw SToT;
(iv) ‘Frferdt fA==ror w9 & Hefad 927 4 % 39-977 4.3 °, 97 (i) “F=afd aresew” F e a7
HE “ITRIF ATSHIERTT TET SO, A7
(v) ‘Tt AT & Hetad 97 5 F I9-927 5.1 H,
(31) @< (%) .-
(1) &= “(iv) FTHEEAT oo a1 9 et arni § 7 g, & 29\ 1@
“(iv) FTHIT TSI AT & AT gT;” TET SITUAT;
() 72 (v) ¥, “TIT g AT o ATUF QT T2l gl A2 9Teal &, Sgi g f&Har
RILUE
(3m) @ () T:-
(1) 717 “(i) STT Sad oA AT AT 9T A I ¢ 7 a6 AreF qrer i grer €27
STASY FNMT;”, o TATT I HE “(i) TTET A il Fg ! ATHAT HISTEUG 6 AL gl T
ST
(1) 77 “(vi) ATRAT gor STt & Seft 37 Uet St=ra arnft # gt Sew gar #1 siew
21 |, % T 9T " “(vi) TSI FTEI-gf AT &l Gol STeAl 6 IA1 S q7T 0t | a2
AT H HETRA T ST Tt SR
(1) w17 (vii) % =1 9 Hoferfaa 78 & ST, ;-
“(vii) FTERIT 3 TeAs TXO0T o HTY TETAEAT 1 A7 9T FT 779 997 Y27 360 10 qnr
T AU GOt Aer; g &7 v 36T ff 9w T 9 § "@efaq fear gem;
(vi) Tt & Sefeaa 927 6 % S9-9T 6.4 FT < AT ST,
(vii) “srEET fr arie” ¥ "@&tag 4w 9 § “RAfFmi £ arfe gt F wam uw g
T ATAT 3T TTA-Saeraratt « fFar @i £ T, afe w@=s Taret & o= aRefera &war
AT 7 9Ted T S0 |

[®1.5. Ta.11014/1/2017-31.312. 09 ]

A1 FAT, HAE AT
feoqur . g7 9w 9T & T § sfegEaT €9, s, 28-10/45-t=(1), e 21 fGEww, 1945
FT THRIAT 0 0 9 S 398 Sifaw gerred fdeg=er . anan[. 1337(x), arie

27 AT, 2017 5T R 1w o
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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 1% 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 (11" Amendment) Rules, 2017.
(2) They shall come into force on the date of their publication in the Official Gazette.

2.1In 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,-

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

(i)  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. In 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.In the said rules, in Schedule M-I,-

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

(i)  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),-

ey

x)

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),-

@D 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:-

“(vil) 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 27" October, 2017.
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