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. In the Sf
of "\ d’:)m,z

[Mo. F. 17-57/59-M.1.1

New ‘Delhi, the Tih Jan am: 1981

' &.{} 3113.—In exercige of the powers confez‘red by',sub~s_ec1;ion (4y of section
1% of the Indian uled cal bouncﬂ Aet, 1858 {15}2'__ 19538y, ihe Central Govern-
ment, after consulting the Medie Cowuzﬂ of India, heveby makes the following

zmendmcnts in Part II of the Th;rd Sehedule of the sald Act, namely :—

“In ihe sald Part II of the Third Sch eéuie,_a‘et r the entry “‘Vledlco_Sa“geoW
{{30a3”, the Ioﬂowmg entrieg shdil be imserted,’ nmnel Yoo -

“VLB.B.S. (Karacm_)_. ' o :
. M.BB.S. (Sydney—New South Wales—Ausiralia)

M.D. (Minnesota—U.8.A). ' : P
S MDD (Geﬂeva—SWLtzeﬂari v L e
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[No. F. 16-5/66-M.1.J

New Delni, Lhe 4th Ja%ucm"y 1961

In exercise c_f_the powers confe fed bv sub-section (2) of segtion '6,.

CAL RAY,_VU‘ﬂ-aer- Seey.”

§ . . :
31} ons 12 and 33 of the Drugs Act, 1540 (23 of 1240), the Central Government
o after consultation with the Drugs Technical Advisory Board, hereby makes the
V-Hollow;mr riles to amend the Drugs Rules, 1845, the same having been prev iousiy

A - published ag recuired by the sa1d sect'onu, namely:—

- it Amendinent Rules, 10510

Y 2. (1) for the Fxplanation fo rulé 30-4, the following Explanation shall be
eds, gubstituted, namely: _
/613 “mrplanation: —For the purposes O"" this rule, “new drug” means a drug the
u composition of which is such that the drug is riot generally recognised:
>eC¥.
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LB in rule 78, after clause (k), the following clauge shall be inserted, nara gy

£8) to sub—ruie, (2} of rule 108, the folle ng proviso shah be aaded namely — ' H

i E a4 . [P,!.!.(;- i1 3(
- - T 2
among experis aS Saie for use under the conditions TECOmme /i, . ' : i
suggested in ihe lchel thereof and includes any drug the corr, A
of which is such L}' it the ding, as o resuit of investigations {f.f Co
mining ifs sofety for use vader such conditions, is so Tecogr F
which has not, gtherwise il f‘m g othe course of such invew b i ‘
been used to anv ¢ evicut or for any ‘appreciable length . ; (I
under the said concdiizons.”
-42) in the proviso to rule 37, tb- sollowing shali be inserted at the eng, namely ..
“and the imports are mace within a period of twelve months from 1y, oy
of issue of such perrsission.” <

{3} in rule 49, clause {b) shail be cmitted; 7 L ' F oo
£4) In rule 65— ' ‘ a

(1) for the first proviso to sub-rule (4), the follewing wproviso. shall be
stituted, namely: — :

“Provided that this sub-rule shall not apply to— E

{a) the supply of dru-s specified in Schedule C or Schedule B or of py
: tions containing drugs specified in Schedule £, an the prase rmtmn
a registered medlcaW praclitioner, or

(b) the supply of drugs specﬂ'ed in Sehedule C by way of wholesale de

{i1} after clause () u_i. sub- rule 15}, the following suo—rule shall be i;;
ed, namely,—

“ig) The ucenSﬂe ghall maintain an Imbecuon Book to enable an Iy
to record his 1mnressmns and the defects noticed.”

{5) in rule 74-after clause (c) the following clause shall be insérted, nam

{f} the licensee shall maintain an Inspection Book fo enable an Inspecteor
record his impressions and the defects noticed.”

St

f

D

(1) the licensee shall mainiain an Enspéction Book io enshkle an Imnccts-; E

o -record his impressions and defects noticed.”
£7) In rule 92, affer c‘ﬂu-éé"{d) “*"e t{} loWwing clause ghall be inserte d, namely: -
“(e) the licensee shall mainiain an Inspection Book 1o enable an Ins SpeCiar o

. Yecord n*s 1:npress1eps and dcf::cis nioticed.”

(8} LOI‘ SLb—rdle {1) of rule 84, the IOHGng sub—riﬂe'sh'all be- substitur o

-n-—}.V - - . o ] ) S

+

“(1) La%els on packages or containers of drugs for expori shnll be ads
to meet thg specifie” requirements of the law of the country o w

. the drug is té he exported but the following - part ticulars shall anow
“in-a conspicuous gosition on the innermost container in which the
is packed and every ot hel covering in whmh thai: con’fainer is packec

{a) name of the drug; . : - _

b} the name “address of ‘t%e manu*aaurer and the number of the lcenos
under Whlch the drug- has been manufactured ' T

o) batch or lot number'
{d) aate of expiry,-if any”

“Provided that nofhing in tms cu‘“—rtﬂe sha’l uppl

1 and 15 ¥ to a penitillin suspension’
in oil and wax.” :

: pers i

(}{)) in rule 114 in c}auces (&) and {h), the words “ézzept preparations which, s
aiter being sealed in the containers, have bee*‘ sterilized by heat in a manner
Batisfaciery to the licensing autnonhy” shall be oml’c‘:e Co- :
for cla A
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stion i e(xl“:) atter hem clavse (b) of rule 122, the following new item shall be
1t TR B L '
1.(' %mt” T e, Ramely ( ) ~ ,
lons 1y (V) the date of rﬁaBUfacture.” : D |
‘me o - :
tm (13) for Schedy] B the fOllowmd @ehedule shall be substituted, namely:—
u e H - ) .
gi— “SenEnulE B :
'daf-a (See rules T and 48)
Fees for o s by the Central D Lab the G t
gis ntral Drugs La omoo"ry or the Governmer
test or a%azy ) and i.’tjst
1. Fees for dyugs 3 oudi™ hormones etc. requiring bzolagzcal assay.
: ) .
Sub‘ n : RS
' - Digitalis - '35
Strophamhus 1 b . _ 3;5 .
ara- Sl [efels) . . 5
b Addrenahne plepa rations’ , 35
' Thyroid - 35
Sex glang preparanons:—— o _ 50
Ovaﬂan i : i L 70 -
Luteal 50
Orchis. 50
- Heparin : T 50
ons (Prolonged action) EQ to 75% 1

Iﬂsul}_n & Iqsﬁlln Comblﬂqti

Organic Argemicd®’
Necarsphenamin®

“éulpharsphenamine and allied products - 50 to 0%

.Test.J_Og ctapility . oo - 10 L
TGX*CEfy tests for organle gpntimony compound : 90 to 30%
. ' Pyrogen.test - ' L o 20
o f‘mdhlo@ ‘g rasS¢Y= pyrogcn undue t oxicity; stemhty; and s 5 o 70
- : ] 30-to 7
(deuzg?é?r;é zerfttbe number e:)F tests to be ca;med ouf) - o
qulﬂfﬁctanbs E . - 45
. Sur 4 ) ’ ) - s n
(c%e;ilng?jgfﬁ the r‘umoer of tects ‘co Le carn@d gut) - - 15_’59 30 . 0
I Feee fofr sem {md vacm’ne. L . _ ;'_ ) o . . . o B R s
o) Berat— : ' ' 7 RS - .
(a) Detarmm ation” c»f exact ’utre - N 75 . SN
n that samme 15 upbo t*tre cpemﬁed ©o . BD - ' ’

- (b} Deterx_x_;matw

(h) Vaccines. . Lo : .
() Exammatlnn “in which an a'umal test is employed . B

®) Txamination in which' an animal is not emph}yed -0 25 L
> L

111, Fees for other drTugs to be exammed according to spemw . o E .

~ fications of @ th’macopoew . . 20 to 30 . -

IV Fees for pateht and p?‘op“'ietmy p?eﬂamtzons Fe_r-_the o - : - H'

assay of one Liofeaient

¥For each a sdaitional mgz‘edlent

suoject io a rzammum 1otd1 foe of R ST

10

28 to T0*

ing on the number of tests to be rarried outb)

1 Tetermined i «s hy the Director or
*The exaci dvnoub ff.,e“nm\,d in case QY T
the Covernment Analys
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ion (b} in Fart I, the following section shall be substituted, namely:

13 ] Gemi 1

ian qnd wroper Noames—
ined from the 'JESlCl\,a
of vaccine V‘”"Uo s props

\w?' f; T-eus
,,zrquhed during the g

(2) The entire resnorammy’ for the
mquuLact re and issue of safe, potent and
upon- fhe comunetent expert. '

3. Condition and Uouséﬂg of Awn mals—il) Tﬁe animais usM in
tion of vaccine lymph must be housed-in hygienic conditions in premises satisfac-
tory for this purpose. : ' S - : '

{Z) Only pealthy anirmals may be UbEd in the p?codm_‘uo‘l of va ccme Iymph.
Each animal intended to be used #s a source of vaecine men musi, before buugj
passed for the moﬂuc’cmn of vaccine lymph, be subjected io a peﬁlod of OQServaﬁ
tion in gquarantine for at least seven days. During the peri iod of quara"‘l tine the
animal musi remain free from o any sign of ~disease and must be. thoroughly
cledned and grooaved. - . o ‘ : .

A

4. Precautions to be observed in .preps mtw?" A special room, with
T rvious - walls ‘and floor, which <an be washed a’m when necegsary, chemi-

gole Lucaon of the vacci 1’131 material.

uade o11 slﬂc‘q Dparis c
of faece ;_he szm

" 2) The* inoculation
] J.

1i'a‘,-:.m¢ be so”ed ‘V

1
813

3 lna pd ina ashion

. Yofa) I‘Xﬁ‘”ﬂ”vaiﬂly bqu«a he va cmal ma

ke killed. SLJse wently, a *ho* ‘éh postemorte HLL
ats Bed expert, A complete reca‘rd of ezch
7 Bo kent a: - open to ir;spectien Lv ﬁr 0*1 'behalf‘ ot
gt any _ti,ﬂe. Fi’ the e::amma‘ tion rev

“that

thie animal was - suff
i 3 the 1yfﬁpf} Cbta-né"

<
G
o

R
b
]
o

i LIO;‘

. (b), When Iymph is CullC\Jte d from a lving animsl &
kept under obqavvauon .LOI' a pﬂrﬁov{ ‘of at least forty-el
if-during -this period  the exariinatioh reve any
icoter Or sugs ast {aat ﬁ"e dmmal was suffering from any- infect
‘vaceinia ‘fhe 1&1“:}11 obiained: from. that’ ammal shah nat be issued,

) '(%)_ All- 1ﬂ:tram0ﬁ ts a?‘d anD 11&1} usé_d in the ordaductic 2
shall be previcusly subjeeted 1o aﬁ- cii pzocass of sterilizstion.

£5) Lamova‘fomes in. which the va cc_i_nal material is being ma:
1jmnh must be housed in 2 building separated fr ﬁm st_ab,le‘s-.o‘-: anivy ¥
a reasonablé distance Sueh laboratories must have Impervicus walls and 1o
-and st be capable of btﬂhb readuy dzszrfect%": when necessary. -

(6) ‘All processes coneérned with ihe- m;.nnfacmre of waccine lyvn*g:h must, be
carried out wlth thorough asepti ¢ mecau‘cio"ls )

(7) Al vaccinal material mub‘r be su‘mected sfter collection ‘o such treatment
with glycering or other partial disinfectant as will bring the content of hacleria
and other extraneous micrc- orgamsms of the lymph w thm the Iimit prescrﬂoed
in paragraph 7 of this Part of this Schedule. ‘

{8) {a) From the very time the vaccinal material is: k,ul]ecwd it shall be kept
eontinuously in cold storage at a temperatuve helow 0°C. excepting when it is

digsinfected, must be’ Dravmﬂd for tbe ingculation £ the animals and m\,

£ro
cold st
gusrd

(c)

- tained
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daily temperature of the cold room shall be main-
B. Cc‘_jcrz,minqrs,A"Va(tcine Iymph  for ié:@ue shall” be introduced with aseptic
precautions either— ' S : i

e 13 e S Tar s
the 1ntroauciion
bacteria. :

S )

VLR R
itive bel

cultures b
POUS TiCTo-U!
in 1 mb ef
c d -anid the e

the Iiving micro-oy
roved by the licensing sutb P the enurgora
Srcubdiion for twos days at ag nroxgimately

.
. pot more th
~sults of these itests &
“determination of the contént
shall be made In-a rmanser 8

:E';‘
< Theres
rei

+iori, - The

tion of coleniés shall be made sited
37, and then for at Icast three Gays-at approximately 26°C. . e

L (2) (2) Tests for the defection of B. anthracts, Ch.” tetani, treptococcus
- heemolyticus, B. coli, Staphilococet or any other pathogen  which may prove
harriful if intrediced into the body by the process of wvaccination- shail be per-
formed in a manner approved by the Heensing - authority and -2
ingpection. j . P R

(b) if B. anthrdeis Cr fetent or Streptococcus haemolyticus is found to be
present in the vaccine lymph at any stage of its preparation, eithor before or gffer
the preseribed reduction in the number of lving micro.organisms has been
effected the batch o lvmph shall be e cted Forthwith.,  But it B Cell or any
other pathogen which may prove harmful if introduced intc the body by the pro-
cess of vaccination is found, the lymph must pe Kepl in cold stordge till an ex-
amination of at least 10 milligrams or $.01 mi of the lyrnph fails to reveal iis
presehce. ' - C : i )

. () The test for the detection b"f various b
“shall be performed both at the initisl and fina

armful organisms in vaccine lymph
1 stages of its preparation,

racord kept for
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e of ) 1VLHG m‘CfO O_LﬂqI,é
o b issued ;iﬁ—.

(3) When the preseribedd
has boen effected the bateh o

(a: fevis cirried out in
samnle not les: then 18 mili
of L. unthracis; oo

(b) tests (oo

sample of f
sence of C7 1¢ a,t.,;u(} snd

--:l hr the Lccnsmg aui ﬂO"‘*y G
wve dailed to réveal the pres.

i

7

cetion har been co: nipleted ¢n
five failed to reveal the Pire

tne licens ing authorﬁy Gr
njected under the Si’n ar in

< undor the skin or in Leri
mouse 1

cavity of
to produce i

ety for Poteney—(1) I
: } }(’“ beert complicied,
e time of 1<S“(. :
hr‘:OIw the bo h(h of Iymp

; L\uby 50 as io
arj,“ed 10t more

;uau ba TEDE]
1 Sai;de solutio
te t Wi ihout Hltr

cilu (11!; The dilui

"z‘uﬁ i Of tht, RS

by apnlie auoq to 1he
Iy n from oy

s _-_'urdc’uﬂ’"

e of cornne

Usimultanes

- suihority mey

ay. e su Jmittec'i s)

4 unde” “ANY 0T

FR PREPARATIQN IR

--!(l;f LY TIL
FOL 2 3. PARENTERALLY " the following shall be ac

v - T “LIVLR INJ‘T‘CTION Crubpe, - -
- 1. LWGr Injectlon Crude is a sterﬂe soiuho‘l in” Wafer for 1mect10:1 of 1l
soluable thermostable fraction of mammalian hvmrs which increases the red &}
corpuscles m the blood of perscns “sufféring from pernicicus and other tyn
macecocytico, wemias. 1t is obtal ned By smpmng the  processes of extrac
at sucl a stagw that the final product is derived directly from an alcohol soh
of a concertrstion not hi gher then 70 per cent. . by volume, of CpH; OH. -

}Labﬂ ml.-of Liver mJeL’rmn Crude has ‘Iuarmn By, actﬂnty equivalent o

either 1 microgram or 2 micrograms of . cyanccobalamin. he preparation s”x.v{i
eontain net more than {- 5 pﬂr cent. of creqol or. of phenolas a bacieuostat,c agen

2 Propo'r'name -—ihe Droper name of ‘the prepara’mon shall be L‘"er Injec-
tion Crude L ' o s

3, D’)SC?‘E'DF’O”L —A brownish. 110 uld which at tlmas may show a slight furbidity.

4, Testsi— )
(a) Reaction: pi. 5 to 7.

- {b) Total Soli ids—Evaporate to dryness in a water ba'h at 105° C. for an
hour and then at 60° C. in vacuum for 2 hours; cool In a dQSlCCc‘tG;,_qu weigh.
The total solids shall not be less than 15 per c-ﬂn‘a w/v. 1n the case of propara-
dion centaining 2 microgram of CV@HOCOb“Ith; per ml. and 7.5 per cent. w/V.
ini the case oi prenara 1071 containing 1 -microgram of cyanocccbhelamin pev mi.-
respectively, . : : : : ¢

8.
*ierch
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1 shall rmt exceed 0€8 per- cent.
. with an C(}_‘Jal volume of 20
ste with 10 per cent. trichloro-

nient of the py ecipitate by the T»Lcro—

(¢) Limits for proteins. ——'Ii-z‘: i

per cent., -ichloroacetic acid i
acetic acid and by esfimating ’mz
ldahl m{thod

Kje

(d) Absence of undue {0
5 healthy whiie mice welghis
thL sdxﬂphe jn doss ;

{ ;ad of

d‘cm a batch of
neal 111],CC’T1"X1 of
m,t cauqo ﬂat‘f‘
‘"y in ‘ho sec oan
t0 have passed

the tfzst .
(e} Steriity and pyrogen test

o*nplv with the

“anc“ons in the Indian Pharmace-
gon test shall Le 0.5 mi.

stet‘_ﬂl v and pvrogen tésts laid aowr for
poela. The dose 10 be injected into Tabbits for the pyro

per :“ocfrum cccy weight.

"f) Poténcy ﬁTlle potency snaﬂ be dete mv"ed b:\r the ‘ﬂicrobiolagicsl methaa
for the estanahoq of vitamin Bqe o activity as snemneo in. the Indiap Pharma- -

copeeia and shall 063 not less than 100 per cent. and not more than 159 per cent.

of that s‘fazﬂa on the labell ' i :

. B Cuﬁvatfvermxxue coniainer used for Liver '; ction  Cruds shall.

with the requ 1"emems la;d dwvn in the Indian F macopoeia for ccptamc; of

‘Injections’. ' : - -
: % .

e QLOI““d in a cool placa preferably

6. Storage. «—leer In vc’rmn \,rude sha
ected from light.

11 he
.at a temperacure 1ot exc eemng 20° O, al"d pz
1‘ 1 state the 10119‘_.5,71}'38' details in Eﬁdi—»

7. Laoel The label on the cen&afnef
te Rives:—-

ion to any o'her paf‘mmﬁ.ars mescrmﬂd in

(1Y The amou*}t of Vltamm Big activrty (Cyan()ﬂ{)‘ﬂalamm) per ml.
(2) The a*eraﬁa amount of raw hver proccssed to produce 1 ml.-of the
extract. _ . B : MR R
(3)- The date of expn‘aucn of potency W"hch should not be_latér,'tﬁan_fzﬁ
onths Iro*n the da‘e of manufacture, and - - : = . =

antzt y of the bactemogtauc agent addea
- - . e [‘\‘Eo F. 1~45/58D]

{4) -?n.e name and qu
S Tl oL K KUTTY, Dy Seqy

S CORRIGENDUM R
New Delhz the Qrd January 1981 " ‘

- 8.0, 116 —In the 5th -line of- the
IH, dated.the 22nd Avgust, 1960, the wor ds “Deratisat 1011 Certlﬁcanes

insertedbetween the WOI‘dS “Issue o7 and “De;atlsahlop
' ’ [No. F. 14-92/58- IH]'

ST -7 [No..D. T169-TH/60:}
S ANANTANARAYANAN Unaer secy.

maﬁj

- MENESTR‘}I OF T’%AHQ?@R'“ & C@TﬂvﬁﬂNEU&TEQNS
(Bepa,rtmeui: ‘of Transport)
_(Tmnspmt Wing)
‘ MERCHANT SHIPPING
_New Delhi, the 5th Jomnuary 1861

C8.0. 11T —In ‘pursuance of sub-section (1) of cection 151 of the Indian
Merchant Shipping Act, 1823 (21 of 1923), " the Central Government herebv mukes

=tE -

Mlmstry of. Heslth Notmcauon No. F 14 922 / 5}?»




