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Neaw D{*'h* the 14tk

date

Act) 19 {14 cof 1¢ Pmant are Ul’é ‘ . ',zte the fnl-.
Iowmg Lersons %«4 [ n Centrel O¢ {,ammittce, Bombay,

for a persod of {hreé years with effect from st Apreil, 1851 0 -
5. Ne.. . - Mame and sddress . _ " " Section
I. o Shrj G.K. E;p\'ampuim : 4wy

- Muanaging Agent, the j_a}mu Mﬂls Lrd,,

C(hﬂ,bc;[(}l& ) _ _
Z. . Shri B.M. Patil, B Se. 4&)' a

fcf‘rcr, Torvi, i

[No. 1- 4/61 Com IVj
L o SANTOT{H SINGH Under Secy-

MINISTRY OF HEA

New Delhi; the 12th June 1961

'Eu:%f 5-—In exercise of {Hz powsrs con
Act, 1940 (23 of 1940), the Central f_;ux

I?Gs ;Urthcr to amend . the D
sly published as re auired by

es the follpw-
‘aaving  been

i) Phese rules may _55 _e»'i thL Dluﬁb Lhﬂd {ume‘rdm@}i) Ruoles
En the Drugs Rules v -

fm;owmff rLI

»Emon of xale-wN
h*ch an 711‘??;6&*61‘ 'h

1.. c-z,_L ter rule !
- .( £ é;—j‘-\i E,)I‘;,‘

Cof

e der-sell or o‘lhﬁx*&’l‘fe m%u

‘ 2 In the. 1:111: 1ph1 Rulc ior I"L'zle_ 5
mamehr'"' _".' o

o convicted

58 Co;ﬂfsratzcn of drings. —¥
: any of the nrovisiary

hereunider, the a*rck of the
tlon nczs bcen mucu, Ahaﬂ be

Gi‘ chmsc itzcn. : i
28 Ru]v-s‘ E R e T

(@) m tub rule (‘?) for the Lx:lm.lg promso the fo]‘owuﬂd shall be
tuted “}Ammy—— ST ‘

?In rule 59 nf tne prmc'

“Prowded thaf in the casa of an Jtmerant vendor or amn’ mp]ic;mt wha

© o desires to establish 4 shoy in a village or town } ©oa pom

_ *tion of 5,000 or, dess. the application in form 1 Rhml be aecom-
‘ : pamed by afee’ 0L TUpees ﬁve A Co

(b) for: sub rule (3) tbe foHowmg shaﬂ be substltu*hd T hamely—

“(3) A fee 01" rupees five and in"the eas
applicant. who desjresy to ec"f;‘
}mv1ngz a population’
five naye paise shall be
uqder this rule, 17 the

“Provided that-if the ar
its expiry but wit}
for renewnl of -
tional fee of rug enty ;. dh(l m ; =3 ot m
or an applicant des to open a shep-in. vﬂL Kt
a population: of 5,000 or legs the . fea 541311 e rupec
a’ddmonpl fes of rupees five” Lo oT

Heant :
412’1 011

town hcﬁvlng.,
: five plus am
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4 In rule 63 of the principal U iee, for the ("w'tm plovwo, the following
proviso shull be subs h’m‘tml namely: : _ _

5. In sub-rule (2) of _
‘ietters and figures ihe lst Aprid,

6. ir‘. the princi 1 Hules

‘elpuse (b)) 4he following clause ﬂmﬁy——

e I“f;_‘d nh arma

(b} is & Fof cist- under %;ha thmacy Act, 1948, or’.

69 of the principal 1 Rules, for the sub-rule (3) the f0110w1ng sub- '
cubefituted, ns ”‘-1 ely— . .

rlies for i;hﬂ TE newal of o licence after its expiry but

month ol such expiry the fee
be in d*o case of orm 24-1.&, Tup
of TuR ‘
s aneaddi blf 1.&11'

the principal Bules, the foliowing rule shall be iriserted

‘o

g, After 1ur‘ G9-A Gﬁ

mew drug’ other than the drugs ciassz
—udb"’er io the othﬂr

“EG-D ‘”‘mpho tions to mwm:aftuw
8 3}9 under Sehedule C and C(1)y pr ouucb

izions of ‘bcsK ?’in"h-;:,

(1‘! no ‘new drug hall bhe
c: Dy 1‘3“ ]nen_\ ng

1z riured unless it is p?eviously approve’d-
mbu‘uoned in rule Zi; e
whcn app! Vmg‘ for approval fo the
i 1) shall produce all
its standards = of
rmation as May te
at ¢ U‘luls ¢ anm: 17 out—

. : he pumpal nﬂcc in Qub “ule (1}4— )
Feo ) in (,.10.1“‘(" (c) the wor
{‘1; after clause (c} the fol’%ewv* clause ghall be insert ed, namely —

NG h)idmo any forc;ﬁn uahnccmon the quality’ and content of irain-
of which are w'npa_rub}rf with those prescgbnd in clause (a);
oo Tclause {b) or ¢ (¢} fud is permifted fo worc as competent
e g k‘r:hmcal stafl- und der ﬂ*' rute by the Central Government.”

Ruies £0 or the promsc tg rule 72, the fol]ewzng “shall }gg,

y

d ‘or’ shnll Le msefaed at the end; -+ .

. ;E} In the T incipal
' gubstituted, namaly A .
“Prowdm that if apphcamon tor the renewal of a liceénce is made ‘hefore its
exmry or if the’application 13 I e w:ﬁ:hm one month of ifs eXPpITY
after nayment of the addiiional fee, the licence shall continue. to be

in force. untll orders are passt d on the & pplma’mon The licence shall

be wk(rﬂed to. have expired if unuucatloa for its renewd) iz mot made

within onég: month. after- 1t‘~, expl_:y.

11, In rule 75 of the principal: huie” for the prowso to sub- fu]e {1 ) the 1*01—
mwmg provro ehall . bﬂ substituted, ne meiy: ‘

“Provided that if the applicant applies for. the renewal of'a licence after
its expiry but within one month of such expiry the fee payable for
renewal of. the licence “shall be rupees three hundred plus an add1—

tmnal fee of rupees iwo hundred in. addltlon to the inspection fee”

payable for the re”lﬂffv al of ﬁ
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BNAT USE ONLY

i) iz for

P
ks

cié’ié{fd in Schednle 1, .
(1) Condition (3) of the conditions in rule 65 is satisfied” - .
1%, In rule 96 of the principal ruies, for sub-rule (i) the following sub-rule
shall be substituted, namely—
96, Manner of labelling—(1) Subject to the _other
Bules, the following particulars ghall be either printed <
indeliable ink and shall appesr in a conspicuous mManner on Lh 1 u:‘l
of the innermost container of ¢ iny (izu and on every olher covering
in which the s:r)ntmn(r is pgznk 2. :
(iy The name of the drug. !
For this purpese, the name shall be given in an equally conspicuous manner N
28 the trade name, if any, and shall be, : , . : s
(a) for drhfgr included in the pl“uzms"cpoemc'kpm’;ﬁca in the Schedule ] )
: to the Act or rule 124, the name or synonyvm specified in the = B
. 3 1 L1 . .. e SETTTZTY LOYIEINT O LUTIYY S - %
‘peciive phﬂnnmopow followed by the letiers “IFP”, “BI¥, “BPCY, :
“USEY, “NE”, “Phh, ‘“U ERP” as the case may be;
b) for other drugs, the approved scientific name where known, or if
not known the name decu iptive’ of the true namm- -E_s:‘id origin of -
the substance, :
(iiy A correct statement of the net content in %c*mm of welght, measure,
number or Units of activity as the case may bx The weight znd
voluime shall be expressed in Metric \mugm - ,
(111} The conient of active ingredientis—This shall be expressed.
P
(z) for oral liguid prepatrations in terms of the (ontf\lt per sun i.e dose,
: dose being. indicated in millilitres; : :
(b} for liguid parenteral pmpamt}ons in terms of 1 m‘alhufrﬂ or, per-' -
-centage by volume; . - . . : :
Pro**z ded that if the pr {Dd;ﬁti{}n is cmlt(zimd in an '.:m“omi it will he
enough if the composition iz shown on the lzhel or w apper aifized: -
to pny package in vhdcn such ampoule is i ﬁved gry' sater o T
(c) for tablets, eapsuies, pills and the like, “in _terms of the con ST
éach iablet, capsule, mH or other unit, as a8¢ “be; .
(d) for other preparaticns in terms of percentage by weight or vo]umt:
or in terms of Unitage Der.grame or nulhhtr ~as the case meay be.
Provided that Mzb—urﬂle not apply tg)' a :cajﬂ;m? breparation-
"»:{%u& the composition sucn - preporation  is | specified " in the | respective :
pia T."Tla€‘0p0€18 - _ _ S L S . - _
(w) Nﬁrrv 'vnd 'eddress of tho n’-anuf“murer : o Lo
Promck ‘d that-if the drugis centained -in zn ampoule, it' shall be. oncugh_. - -
if enly -the name. of the Ird;nu* t‘ITéEI‘ and hzs prmc)gal place of ¥ - T
business }q sho*c'ﬂ R
(v) Everv drug manuf w’iured in. E;ﬂam ahaH bf"n* on lts Tahed a dlktmctzve . i
b *fCh nhmbw that ’ tf) 3 reference to which . e
of m“nufa“h,hC ; -from which .o T : -
e in the conts 1 and are ‘avasilubie i

ciion; - the fi
by the «
LJ'I.;(::!E:‘ﬂ

number  being
“Lot Number™

: anuizctured in India shell bear on its label the number
licence under. which ihe drug is  manuf: actured, the figure
representing the menufacturing licence number being preceded by
tISfeI “'urcis ‘M(Lrlufacturlng Luence Number or ‘Mfg. Lic. No.o or
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18, In rule

specificd

333

words
1 th ﬂ]&.
shall bhe

- principal ru
a 1“Ltf’

mtz“.h 3
Fed in Schedute

. 121-A of the principal rules, the words ‘sbsence of wherever they

amitted.

20,
oeeur

les. in form 194, for the note under the asterick, the
namely —

21 in
following

- _;;rwc*p"‘i TU
hall be substitute

“Pupecs five for itinerant vendors and applics nts from & wi‘mrw or town
hzwlz}gg a _L,'F}}T}h].dtl()ll of S,OGG or less, and Tupees tweniy for other
stristed licence” .
2. In S hedule C to the principal I‘lll(‘:; for *tcvn (1‘7) the followi ng dtem shall
be subst n:vt\&, ﬂum(ﬂ, — ) )

oy

“(12) Anv oth@r prcnaranon which is meant for parenhral adymind ‘{LK[
cither in the form in which it is mar ‘keted or alfter keing made
with suitable solvent or medium, and which—

(a) requires to be stored in a refrigerator, or ‘ .
{b) does not reqmre to be stored in a velrig E_I'dtOI‘ :
93, In part IX of Schedule I 1o the pnr*cmal rules, in pai‘agréph‘ A, the
Worda “ypsence of? shall be omitied. o I
be principal 11 11(‘“ after entry 12, the following eniry

In uchcﬂulﬂ K 1

. R  Extent of eremption
The wfollowm'g.‘ nousehold.. S

Ok
E " remedies, namely: o . L ‘ : -
{2} Castor oil - oo ThL yov\*mr' oi CF
. . i
Act and the Rules ﬂ*»_n

C {a N
. £b) Loz&ng sz, pills and tab-
s require them to be cove

. dets for eough o U
a('c)_jima;}pgus oil =~ T i sule liceénee -n. form E{E-A szm}u.t,
' . to the following conditions.: :
. [

‘. {a) The drugs are sold only in a vil-

{d) G;*:tmgma mdvdmg an~
; himng populstion of - not

slgesic bgims o EEEECE izge

"ﬂets e '-_ S ' more than one thousand persong

T SRR LT T T . and where *h{tm is no licensed
T T = © . dealer under the Drugs Acty
e R “{b) the drugs -do not' (;Gnté:in _any

SEL T s st et substance specified "in  Schedule:

and L; :
the chu;f,c, are sold . in the
- nz} unopened ~coniainers
licensed manufacturers; .
when. the drugs- arve seid

L R - clause " (a) condmon 3
T e e e o Meonditions of e of
' e © 99-B shall not

New Delhz the 14th Juﬂe 1061

5.0, 1450.—7; pursuance of item (30) of Part 1T of the
Dintists Act, 1928, (18 of 19483}, the Dental Conneil of India
following inrﬂlsfn quult‘icamm nameivi—

e

) . - 3. L o aty P 3 Y.
“The Inploma Ecole de Lhn‘ug ie Lk utznre a‘::'t de Stomatologic de

5. }31‘1“
Terital Cx
[Ne, Ba- ”/61 I‘vﬁl}




