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DEPARTMENT OF HEALTH

New Delhi, the 21st 'December 1945 AEETE D E L ¢ AT

g itonl b i i

No. F. 28-10/45-H (I).—In exercise of the powers conferred by Sections 6(2),
12 and 38 of the Drugs Act, 1940 (XXIIL of 1940) the Central Government is
pleased to make the following rules:—

RULES
PART I.—PRELIMINARY 0y

1. Short title, extent and commencement.—(1) These Rules may be called
the Drugs Rules, 1945. ’ !

(2) Parts I to IV extend to the whole of British India, and the remaining
Parts to the Chief Commissioners’ Provinces of Delhi, Ajmer-Merwara and
Coorg. y ; A

(8) They shall come into force on such date as the Central Government; may,
by notification in the official Gazette, appoint: : y

Provided that the Central Government may, by-the seid notification, direct
that specified rules shall take effect only from such later date as it may appoint.

2. Definitions.—In these Rules, unless theré ‘is anything Tepugnant in' the
‘subject or context,— : {

(a) ‘““the Act’”” means the Drugs Act, 1940 (%OUII of '1940);

_(b) ““British Pharmacopeia’’ and ‘‘British 'Pharmaceutical *Codex’ - mean';"

the latest editions of, and include all addenda and supplements for the tims
being current to, those compilations; "
. (c) ““Director’”” means the Director.of the Central Drugs Laboratory; .«

(d) “Form’’ means a form set forth in Schedule A; X

(e) ‘“Laboratory’’ means the Central Drugs Laboratory; '

(f) ‘‘Sale by way of wholesale dealing’’ means sale to a person who buys for
‘the purpose of selling again;

(g) ‘‘Schedule’”” means a Schedule to these Rules.

PART IT.—Tae CeENTRAL Druas LABORATORY

8. Punctions.—It shall be the function of ‘the Laboratory— ;

(i) to analyse or test such samples of drugs.as may be sent to.it under sub-
saction (2) of section 11, or under sub-section (4) of section 25, of the Act;

(ii) to grant certificates of registration in respect of patent or propriefary
medicines; - o

(iii) to carry out such other duties as may be entrusted to it by the Central
Government or, with the permission of the Central Government, by a Provincial
‘Government after consultation with the Drugs Technical Advisory Board.

4. Despatch of samples for test or analysis.—(1) Samples for test or analyms
‘under sub-section (4) of section 25 of the Act shall be sent by registered post
in a sealed packet, enclosed, together with a memorandum in Form I, in an

__outer cover addressed to the Director. ‘ (

..(2) The packet, as. well as the outer cover, shall be marked with a distin-
guishing number. ' -

(8) A copy of the memorandum in Form I and.a,specimexi.'iampres'sion -of tha
;;aa.l used to seal the packet shall be sent separately by registered post .to the
irector, ; : :

5. Recording of condition of seals.—On receipt ‘of the - packét, ‘iﬁvvshali be

opened by an officer authorised in writing in that behalf by the Director, who
shall record the condition of the seals on the packet. : .

6. Report of result of test or analysis.—After test or analysis, ‘the rew](! .

of the test or analysis, together with full protocols of the tests applied,. shall

| be supplied forthwith to the sender in Form 2.

e 7. Fees—The fees for test and analysis shall be those specified in Schadule

: 8. Signature of certificates.—Certificates issued under thege rules by the
Laboratory shall be signed by the Director or by an officer suthorised! by the

cates.

Central Government by notification in the official Gazette to'sign -such certifi- !

PART IIT.—REGISTRATION oF PATENT OR PROPRIETARY «M&Dmlm (
9. Application for registration of patent or ryproprietary medicines.—An

-

ct, “shall“be made’ iff 'Fe

application for registration of a patent or Eggggeﬁary medigine, which is waélrﬁd J |
. : y L

to be_registered under the provisions of fHa Al

“TUiorTont behalf of the manufacturer or by the ‘x'nahufm;g%%i 556%% 1 ‘ﬂiQt.d‘

sthe Director, and shall be accompanied by. a sample o

for test or analysis and by 2 sealed cover containing, a.certificate in: 'orm (4

" ideclaring the correct formula of the medicine,

10. 'Safs. Jeoping of formulm —The seqledrm 0@%@“":‘% th::-fomiluhdl e
o 1 8 i

be epenhed, by .the Director or by .an. officer, authorise

and shall be placed- on record-in a safe,, -the .kexfgf};hmhfbgaﬁym"hmﬁ

| remain in the personal custody of the Director.

‘uvellz Aceess to formule.—No person other -than: an, T gf'-ﬂm,z & VeI
ised in’ writing by the Di all have .acce . A B | %0 7
Laborator_y.mg y the Director shsll {%h‘}“'i; access. to ﬁwgg éposited
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‘registration is rejected, after the’*explzy
the application, or gy
“but. the certificate of registration is''subse-
A.hwo years from the date of such adinellu-
P AN(:) person on the staff of the Lnbora.boty
shall disclose o kny dﬁﬁer pérsbn fiot'on the staff any information relatig to'vhe
Jn mposition of‘a particular pahnb'ox qiropnetary medicine acquired in ntheénoursa
‘rofr his dutiesinithé Laboratory : 3 g g
Proyi ded’ thidt'the Director or n‘n;z other officer authorised by him i~ this
‘behalf 1 may, with 'the previous sanction of the Central Government, discloss any
“information so>aequired: o rbhe /gxtent necessary for the purposes of a pros&mhon
undei.' L Act. tip ol
1114, |Analysisiof - xdvh:plu)—@nvrboe@b of an apphcatlon for registration; the
Du'ec or may cause a sample to be analysed or tested in order to ahearmn
‘:hygnxgumondlnoe with the ;gertified formula.
Rejection vof-application—=(1)uIf it appears to the Director tha.b the
doenlnbhinﬂiuube eorrectly allipotent or poisonous ingredients contmined
edicine, together with an approximate statement of the composition:of
ine,or|that, the. labels: and: wrappers intended to be used do nat con-
thg,,mms,_gfpmm(:ules,plpe shall reject the application for reglqha-
: 11. inform, the .applicant of. the reasons for the rejection and: supply
him. with .tthymotqqolsﬂot #he tests, if any, applied. ixqldiss
;lll Such Mod"ehbﬁ onot/‘debarithe applicant from making a° irash
lapplication.
¥ mﬂl“) M‘mf wm (1)@ ths Director is satisfied that the formulemmdl-
85" gorretly call!cpotent .or poisonous ingredients- contained in the medidine
wnﬂi! an approximate Staterment of the composition of the medicine,
§1abels: orowrappers intended to be used conform to: the: provisions
yhe shall; cause to berissued a certificate of registration in Fm:m 13
mmm \ﬂhqgne;ﬁ.ﬁm,te:a registration number. &

%é?hﬁ%# ot m:mn ghall be valid for a period of three yedﬁs aﬂd
3 %g ‘of tlired years at a time on an applica t in
%d’l’"&i“ﬁeﬁ i tﬁahu%ucturer or by the manufacturer’s a ﬁ in

-H
“ﬁ,y '

an m ma.t).on, for, ;lenew'gl f a certificate of registration is mnde to

;, éﬁcer q te qf renewal of regxé'tmhon shall be in Form 7.
years or before the expiry of the. pqrmd

ore the .expiry_ of, thre
wed the certificate shall continue to be vah& until

ha bge e

; : d ] ‘ eﬂ 3‘1 Dirg ctor on.the application for renewal.
o H (5 mn‘t}n a.n apphca.tmn for renewal the Director may requre tl.\e
e VSR : r ant ‘o ﬂxyh s sample of the medicine and specimens of the la exs and
; £ s used ene#nth and he, may reject the application if he is sat;sﬁ‘a& _that
' registered’ formula, d oeg mot indicate correctly all potent or poisonous’ i'f‘g“'
dients|together with an spproxxmate statement of the composition of the medi-
‘reineror that-ther lubvls mnwnppem do not conform to the provisions »of \'tthese

m,,; o~ hra P .
- 1n| Atgeration’ of' compdm:on or'name.—If a manufacturer at any time"p‘to
poses o alter in any way the composition or name of any medicine for sihich ‘u
of- rqgmt:a,hlon .has;been granted, application shall be made ofor a
Jr of registration by the manufacturer or his agent in accordance
hese ru eu o o iniee

[ $ Rua, A.,,tea of fifty rupees phall be paid with each applxca,hqn dor a
&Jlgggw of .8 .certificate of registration, and shall in no, ,nase be
fun ed to appﬁcan wpr A

19. CD 168 e catoa .—Copies of all certificates issued under mle 16 shqll
'be r'éimﬁ "tﬂ& prﬂ'ﬁﬁ? ;and ‘ay be issued to the manufacturer - or bis
’ééenﬁ Eﬁ’#a T M"’;n_‘!bm p rupees for each copy.
.,,,‘.jbf “Mam&a of .7 anu}actura —If the manufacture of any rgg;stered

ﬁ*ﬁﬂy,w P disecontinued, the manufacturer or his agent
o Dixeﬁ kﬂ;e date of such discontinuance, give q;,otn,ce. of
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i 0 3i o ) 0 $niy o . &
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ﬁ *&JH‘P P Hatifto Teisl #aib oo,

“" ce in Form 10 to import dry alﬁd
mé’{;ﬂ,.w’m qm m import drugs specifie

o . /#he authority appointed by the ' Osntral
m ‘th ”ﬂ& ”%"l'he licensing authority under these 'rules
powers of a licensing a.uthonﬁy fh&f?ﬂe

- »i’he 1mport of which is otherwxse ]\r'o t&(’l
ast © { hwbm
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wof the import of more than one drug or class of drug manufactuped;hy:thassame

3%.

"22.A licensing authority may, with th‘tw al G ver g
by an order in writing, delegate the power to sign lidcences and “sueh other

¢Bowers as may be specified in the order to any other person under, his: control.
23. Import Licences.—An import licenteshall te 'required:ifor the import

..of any biological or other special product specified in Schedule C or,C (1);,
wiL.24. Rorm and manner of application —=An'application for! animport!
'Sha,’IIBI be }rlm}dz to th% nchmﬁi?)g authority xzd Fgrm Bgsgy the manufaoturerc;s-&mnt
i, Bris ndia, and shall be accompanigd by..a. £ ten, and jby an
}gandpnt?]nng in Form 9 signed by or <I))n b%guxégkaﬂgwm?@?f?}y

se1u@bsdiicences for import of drugs manufactured by.-omey munufactureri—A
single' application may be made, and a single licencenmay. beissued, ih respect

maguiagturer. itoana pootye g ade it vam Yadad
ootz 2BuBonditions of import licence.—An impart licencs shallsbesubjecttoithe
following conditions:— ; ok st mbdy
a0 (i)the manufacturer shall at all times observe-the|undertaking,given by him
sorronvhis behalf in Form 9; wd' oF  olqie i wbirgn Yo 1039548

(i) the licensee shall allow any inspector!authorised by the licensing wuthority
oin thatibehalf to enter with or without notice-any/prémiseswhere:thelimported
bsubstance is stocked, to inspect the means;!if -any,-employed;fon-testing-the
isubstéinee and to take samples; @ aa dirwpes ddeyed Lenioibeie allt ni

9 (fii)' the licensee shall on request furnish?te- thelicensin luthority ‘o eve
“batich bf'each substance or from such batcli*or*batiches' as* mﬂgﬁ Mdﬂl&ﬁg
“may from time to time specify, a sample ‘6f*such” amsunitio'ds ' 'the 'Toensi

authority may consider adequate for any’e o Feghired  to ‘He 'miide,
land the licensee shall, if so required, furnish/full.protocols-afithe tests, if)any,
which have been applied; Tt o doitasllqqe

iioi(iw) if the licensing authority so directs; the!licenseeiighall ‘notisell or! offer
ofonisale any batch in respect of which a samiple -s, or.jprotiicols’are;sfurnished
.mder the last preceding sub-rule until a certificateauthorising the-sale of tlte
vbateh has been issued to him by or on behalf ofheslicensing, authoritysii b

? (%) tHe Ticensée shall, on being informed* o' licensing atth ‘tHet' any
part of any bateh of the substance has been'fon &‘*ﬁﬁhﬁdﬁcbmﬁg‘ﬂu ority not

to, conform with the standards of strength, quality and pm' : preseribed. by
i and. 45, being diracted. 30

Chapter,IIT of the Act or the rules thereunder and. on be cted  do,e
withdraw: the remainder of that batch from, g@;ﬁsm in;the, «ﬁﬁ‘
cular ciroumstances of the case be practicable, recall the,issugs already e
from that batch; ! C !

3 A o 190 Yo' earatur 19 edgdidign A (H)
.; (i) the licensee shall maintain a recog‘% o‘f' all Flgs.i)‘ ‘him of

for ‘the import of which a licence is requ ‘“Hé“ﬁho particiilars’
fﬁﬁrg’m,‘ d of the person to whom sold dndT %u%}{qfﬂrﬁ 3 1
‘as the Licensing authority may specity anaf‘sg ﬁ_ﬁgx‘& all”
inspection of any inspector authorised in tHat behalf by theé li

i 3 TR s Y5 s AT o8y
. :&?f)?fer requirément

) the licensee shall comply with s&iﬁ”( )
5 T

‘ap & to the holders of import licencizag " may''be_kpec
fgubpsg‘ ':“tly made under Chapter ITI of -:}3% 'ﬁn‘a;ofgzﬁifg‘ 1
P!‘,wlﬂ; v has given to him not less than f%"mﬁéﬁﬁqﬂ;(n ?é 9?: oldo goi al osifi

W BT0Grant of import licence.—On receint-ofyans application: for: san vm
licence in the form and manner prescribed in rule 24 the licensing aul
-shall,;on being satisfied that, if eranted, the comditions.of thelicence will .be

observed, issue an import licence in Form 10, .1y .,

© 1998, 'Duration of import licence.—An irﬂp’dﬂf”ﬁﬁ!ﬁcﬁ all" b
‘period of two years from the date of issue, ‘unless’it’ is” ;
cancelled : ‘ g L
“ "'Provided that if application for a fresh ltetics be mat “ifhré@‘ﬁzf
'/ﬁile'“'a?pii"_'y of the existing licence the currentlicence: prﬂ.d.gﬁ_"ﬂﬁ 8¢ it
in force until orders are passed on the application. -'/"°/aqs &7 of Tioh

sy OF inl 410D 85inn s

o m,,,é&nvens{on and cancellation of impk;;;)ft mog.—If, the

licensee fails to comply with any of the ndi ns, of an.

licensing authority may after giving the manufacturer or li

“ﬁ%\m&ﬁﬁcéuse why snch an order should not b  Bassed. b

f tating the reasons therefor, suspend or cangel’ iﬁj%i"iﬁ h period ds' i

&é‘ﬂ,‘ﬁfé’rﬁgﬁhmly or in respect of some of the substances Hj('ﬁ_ﬂ vwﬁﬁ 133
Provided that a person who is aggrieved;'by_ the suspension «

his licence may, within three months of the idate of the ¢

districh judge of the district in which the ri

no distriot judge of that distriet such judici

'may appoint’ in this behalf, having jurisdi

i
[#:11802 Prohibition of import after expiry on
spaei '?M}t;uct specified in Schedule C or.Oiy (1) she
«date.shown on the label, wrapper or mntw‘ he.,
which the drug may be expected to retain s ‘potency nof;
quire a toxicity greater than, that require or,. %ﬁ%&%ﬁ“
sseribed test. 'ta'
andards for certain imported drug ¥
specified in Schedule C or C (1) sk

Biradia: b

&' iti’ foree 1
g"aﬁu




ty and purity, if any, specified’
Hi8chedule ehall be applicable for’def
omplies with the said standards. :
g ‘of imported drugs.—The packing and' lak
ﬁq%ﬁtﬂh%cence shall be in confornuty with"ﬁ:)l_ i
/X wnd ‘Schedule F b

nination, test or analysis.—Small qu it

L examination, tesu or analysis subject to the/

4 g £ty cda

(the, 'substances imported under the lioﬁ{gom@puf

yeis inthe place specified in the licence, orin: such.

’mlice 1?1’ ‘ﬂF may from time to time authorise; i,
: ngpector authorised by the licensing a uthority

thout prior notice, the premises %‘%ﬁ
the premises, and investigate th _manner.
used and to take samples thereof; i1 S5
rd of, and shall report to the gme;}sx g
eiel

Sepoi e A

“Under the licence, together with the quant ’
e of importation and the name of the manufacturer; .
lioenges shall dornply with such further requirements, if anx;", Ii-,\
"holders of Ticencés' for' examination, test or analysis as' may be.
y dlsubséquently ithade under Chapter ITT of the Adt 4 d ot
7 ‘hiéls ‘givén to him not less than one month’s notice. |
v o 3 . AN 8RS e
;I:nmatwn, test or analysis.—(1 An appli-
test or analysis shall be made in B
%jf,’ the head ‘of the institution in pon.
" pany or firm by which the exa ation,

S

i i:(g‘;.cquim such further parkiculw

ination, test or analysis.—(1) A lie
cancelled by the licensing auth
ct to which the licence was issue
S been cancelled may appeal to the )
ofythe date of the order. il :
mal use.—Small quantities of drugs, thﬁ}m rh
undet section 10 of the Act, may be g&&,
80t "bo b g conditions : — i) !t;)hv’”
| «form .;part of -a passenger’s hona fide baggage and n
dc bﬁﬁuﬂwhr, theg exclusive personal gustﬂ‘)!ﬁ,flﬂfd’

v ghean-deon

the customs authorities if they so'directs o

so imported shall not exceed one hu

EREAOqR < coibuditeit s Y it )
ded $hat the licensingolauthority may in an exceptional casefin “any?
individual, case sanction, the, import.of a larger quantity. il (d)

s 8| Patking: or ietdry medicines.—(1) Patent or proprietary
mpdi mﬂjers intended for retail sale: e | Uity
ediciries 'ﬁg&"be imported otherwise than in' comﬂ

e
7 pers who holds a licence to import‘,ﬁﬁﬁﬁ‘ Jﬁ
alysis or a licence to manufacture for 58 éEr_‘

ie, if such person has given notice’ "‘.’(l: e
thin the twelve months previous to ﬁhq:aqsba‘,f
(drugs under this proviso. s ol
‘& Hospital, dispensary or other institlfﬁ,m;ﬁ',
orted drugs.—All consignments of 'g
bompanied by an invoice or other!stattment
eimanufacturer and the names and quentities
“‘ i qi »f-f::“h
0''%he Customs-collector.—Before = drus ‘for
quired are imported a declaration {8
or by or on behalf of the importer 4
apter 3 of the Drugs Act, 1940 'ar
d to the Customs-Collector. -
port of which a licence is not Trequire Iy
to doubt whether any drugs, for the
};1 comply with the provisions of or
e may, and if requested by an .o ¢ -
énf¥al Government shnlﬁ take sa‘rr}:p’leﬁdéj iny
rd them to the Director of the 'Ia§8 jory
al Government and may detain the'drugs ‘
have been taken until ‘the report oftghe™
samples is received : b to

es-an undertaking in writing not to ‘&:‘sﬁ@be g
the Customs-collector and to return the"

herwise prohibited under section 10 of the-Act)

A amination, test or analysis and shall carrycon such, -
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consignment or such portion thereof as:may be required;=the Customs:colleatior”
shall: make over the consignment to the:importer. . N ban '

(2) If an importer who has given an'undértaking under thé proviso' to' sub-’
rule (1) is required by the Customs-collector to return'the consignment ior dny
portion thereof he shall return the consignment or portion thereof withinifen”
days of receipt of the notice. ' e ' i

‘41, (1) If the Director of the laboratory-appointed for''the purpose’by the.
Cenltral Government reports to the Customs-collector that’ the samples of any
drug in a consignment are not of standard ‘quality, or that the drug‘contravenes
in any other respect the provisions of Chapter III of the Act or the ‘rules there:
under and that the contravention is such ‘that it eannot’ be'remedied by the
importer, the Customs-collector shall communicate the report forthwith*to "the
importer who shall, within two months of his receiving theé communication,
either export all the drugs of that description ‘in  the “comsignment ‘to' the
country in which they were manufactured’or forféit them to the Central' Goverh-
ment ‘which shall cause them to be destroyed: ‘ sy e

“Provided that the importer may within fiffeen days. of,f}éeg,eipt’of the, report.
mike a representation against the report o the Customs-collector, and. . the,

Customs-collector shall forward the representation with a further sample o
the licensing authority, who after obtaining, 'ii“ﬁecessu'y,_‘th'e ’repo'rji of the
?irg;,‘tcir of the Central Drugs Laboratory, shall pass orders thereon which, ghall
¢ final. i . ¢
.(2). If the Director of the laboratory appointed for the; purpose by the
Central Government reports to the Customs-collector that, the;samples of any-
drug, contravene in any respect the provisions of Chapter ITL of the Act oxr:the
rules. thereunder and that the contravention, is.such that it can be remedied.
by, the importer, the Customs-collector shall communicate the report forthwith
t0,'the importer and permit him to import the drug on his giving an under-
taling in writing not to dispose of the drug without the permission of  the
officer authorised in this behalf by the Central Government. i
42. Procedure for drugs imported under licence.—Drugs for the import of,
which a licence is required may be allowed to. be imported if.it.is shown to
the satisfaction of the Customs-collector that they are covered by.a valid import,
licence granted under these rules. ;
43, The drugs specified in Schedule D shall be exempf from tﬁe‘pxovi.lions
of ‘Chapter III of the Act and of the rules made thereunder to the extent, and
sqgjggt to the conditions, specified in that Schedule. = —

PART V.—GOVERNMENT ANALYSTS AND INSPEOTORS™ il } i3
m:u Qualifications of Government Analysts.—A person who.is appointed a o

Government Analyst under the Act shall be a/ person who— 2 ' ]
1 n) is a graduate in medicine or chemistry 'of a university recognised for i
thigs purpose by the appointing authority and has hud-not less 'than:three years'
post-graduate experience in the analysis of drugs in a laboratory wunder: the
control of (i) a Government Analyst appdinted under’the Act; (i) a Chemicul
Examiner to Government, or (i) a fellow of the: Royal Institute of Ghernistry
of Great Britain (Branch E), or (iv) the head of an institution specially approv-
ed for the purpose by the appointing authority); or o ¢
(b) has a first or second class degree in = Pharmaceutical = Chemistry' ‘or
Pharmacy, or a post-graduate degree in-Chemistry with.' Pharmaceutics as. a giil i 1
special subject from a university recognised for.the purpese:by the iappointing i
authority and has had not less than two years’ post-graduate experience in the i ‘
analysis of drugs in a laboratory under the control of (i) a Goyernment Analyst i i
appointed under the Act, (ii) a Chemical Examiner to prgmmqn,&.: or (iii). 8 B
Fellow of the Royal Institute of Chemistry of Great Britain (Branch.E), or. ‘ {
(iv) the head of an institution specially approved for the,, purpose| by : the:
appointing authority; or b & ‘r ot A 9qa% &
(c) is a Fellow of the Royal Institute of Chemistry, :.of .Greati - . Britain
(Branch E): e I
; Provided that for the purpose of examination of items'l ‘to 1794nd 11 i
Schedule C and those in Schedule C (1) the person appointed”shall {be & g{:;
duate in medicine or science of a Universigy reoognfised :ox'f tl;e P I_B‘:By;‘t he
appointing authority who can produce evidence, .of satisfactory ining( ¢in
p]ig;iologg, bacteriglogy, serology and. pathoiogy iand. who, hasi i«had| rnotirless!:
than three years’ experience of testing biological jproducts Qg-ltanwzxrto (7 and 4
11 0f Schedule C and those in Schedule € ‘(1) in an - institution. approved by

Government: ) i [ faniis zubigpenspt 40l
Provided further that for a period .of. four years from the .date pn"w_hﬁch_
Chapter IV of the Act takes effect in the Pxpyince,_,pa_;sonqimhquwmjhﬁmby 8y )
training and experience are regarded by:the a,ppomt.mg,._qu;_honjbyg.n.‘{uaﬁozdm;;-_
subject to such further training, if any, 88/ may be considered necessary, &)
reasonable guarantee of adequate knowledge and; competenge;may;be ’W’M’f
as Government Analysts: HLY Tpd fer d\ﬂ,,m,,. b | ;h_ﬁ ‘ 6
" Provided further that no person shallibe 'appointed forvany arss wiho! i ?
en ‘Bged directly or indirectly in any tradieion business: connected wi !rﬂto;nlc;;
DMugs. ’ i1 o Hada o P AR LDl e Ll IR BPIPRA
| 45. Duties of Government Analysts.—(@)~ The; Gopernmisnt: ):h::tw ?
iqﬁe to be nnalj;rsed or tested such samplés of- drugs«as wwwu




rovisions of Chapter IV of the Al 6 B
est or analysis in accordance wi

time to time forward to Gov
g the' b ot i ork and research with a view “
at the discretion of, Groyernment. v
K ocm ion “receipt! of  sgmple.—On receipt of o package fr ]
nmple »:fm‘kr.ﬁesb or analysis, the Grovernment A g‘n
_with the specimen impression rece eu
of the seals on the package. AI
shall forthwith supply to the ln‘g d,ot

‘ sis: hag been completed, b
in triplicate in Form, 13,0t

Ll projocols of b, fest, spphes
Beport of| result. of test or.

result of the test or analysis, ether

ysis.—An application from a .pml?&wr

alysis of & drug under section 26 ot the Act shall be made in
/report of-test o axxlysxs of the drug made on such ap] lica-

hed w0 ‘the a.pphdﬁhh‘&n Korm 14-B.

ik 8. .fo be pl,id 'a person submitting to the Governmant

% ,ﬁ,t ‘under 3, e ﬁeﬁ 1&‘ test or analysis of a drug pumhﬂéd ‘by

it iddle b.
s ual:ﬁowéwm' of Inﬂpa"t,q'l#ﬂl person who is appointed an Inspedtot
| Act shs.u be a person. who— ™

é’dp in' Pharmady ‘or Pharmaceutical Chemistry or a post-graduate

ip:.m purpose by .the appowting authority; or

‘o Memaber .of the Pharmaceutical Society of Great Britain; or

Ya gndﬁﬁﬂa ifi edicine or stience of & university recognised j;ord;hxs

o' byuwe ‘appoimnung, J@upnoenty aud bus nad at leust one yeurs Ppost-

%& qa'ggogu r (1) & Government Analyss & pownted
AR

,Jg., aminex, or (m s KRellow ot the’ Loyal
of (reat Bt (Branch 8), or (iv) the head 6t an
g.ppqu for ‘the

onlq those Inspecton

,purpose by the appownuing a.unh(mﬁ}
who have had not less than t.hree

m nd

@1‘ 3&,* ose by the licensing authority, ‘shall be
to ect cture of itemns mentioned in Schedule T
d, further that for a enod of four years from the date on which

. %ked'@ﬁ’e dﬁthe Province, persons whose quautications,
by the appomnting authority as afiofding,

TRA 'tf
guaz‘ankee of adéqu knd’wledge and competence, may be appomted
pectors and authorized under, the preceding proviso:

1, further.that for,the. purposes of inspection of retail shops in any
ares any offiger of (he, medigal or public health department 3 is &

mm lmpt;gpar,n;, a graduate in science may be appoma& an

50.'A11 Inspectors in a Provmce ghall be under the control of ' an’ ‘officer
,Jq.,ﬁqqphghalf by ‘yhe”‘(}hfwi Comamissioner (hereafter referred 6" the

VAl
7G0!

e .;51;, Pma(, gf,a;;,«gj maaes licensdd for sale .—Subject; to the' ins-
ad‘a it shall be the duty of an lnspectdi nutho-

.u ," ] l'f.he sale of drugs—
(1) ‘to mspect nob less than twice a year all establishments licensed for the

,destl, of, drugs: within the ares sssigned o him;
) to satisfyrhimself ;that.the conditions of the licences are being obsatved'
0wl Q@)‘:&uupmam sand;send ; for;test or analysis, if necessary, samples ol any
i.wgs which he has reason to suspect,.are being sold or stocked or exhng;wd for
.‘.bﬂ ' contiravention of Wempﬂons of the Act or rules thereunder;” "
Vi \(ﬂ*“lmﬂmﬂm {in writing which may be made fo hun,
(&) to. institute pmnwnﬁwin. respect of breaches of the Act aq;iu;.-u.len
*’Uﬁm ou ke oumh
: (6) tﬂ’wﬁm‘ﬂ‘wcmom made and action taken, b
o vﬂmp ormencs «ofshissduties; including the taking of samples and the seuure
/i gf- stocks; | m«um oopies; of;such record to the. controlling autYho
: (7) to make: such enquiries and /inspections as may be necessary (deetect
/ T%ha“nr of drugs:in contravention, of . the Act; Ly
i diag 150 ‘atithoriseéd by the' Chief Commissioner, to detain imported
WHY&H}W ’gﬁ;'ﬂgﬁn “to suspect contain drugs, the import oim is
) OAMREY. 81l O
g Duﬁ’uﬁ’a? fu‘?fm’#ﬁﬁm \authorized to inspect the marmfnhu'a of
m:.—pub]ecﬁbg ingtructions of the controlling authority, it shall:be the

rized to inspect the manufacture of drugs—

han 1w10e a year, all premises licensed for the manu-
a area ‘allotted to him and to satisfy himself that the
¥ 1&; p!ﬁvmons of the Act and rules therequét are

try ‘with Pharmaceutics as & special subject of a Uniyersity

ing of substances specified in se ‘e e C :

Ui any, as may be considereu necessary, a -

e 2 RS o
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(2) in the case of establishments licensed" to' manufacture products .apegitied
in Bcehedules C and C (1) to inspect the plant and the process.-of amanufacture,
the means employed for standardising and testing the drug, the methods.and
place of storage, the technical qualifications of the staff employed and all detaiio

‘of location, construction and admimstration of the establishment hkely to ﬁﬁe.sn

the potency or purity of the product;

(8) to send forthwith to the controlling authority after each mspeqtton a .

[“detailed ‘report indicating the conditions of the licence and provisions of, th

Act and rules thereunder which are being observed and the. conditions and, pto~
visions; if any, which are not being observed;

(4) to take samples of the drugs manufactured on the premises and. send them
for test or analysis in accordance with these rules;

(6) to institute prosecutions in respect of breaches of the Act anEl rules

* thereunder.

58. Prohibition o £ disclosure of information.—Except for tha pmposes of
official business or when required by a court of law, an Inspector shall not ‘with-

.out the sanction in writing of his official superior, disclose to any persou any

"in' Schedule C shall not be granted unless the authority empowgl;pd to’

information acquired by him in the course of his official dutles

54. Form of order not to dispose of stock.—An, order in wntmg b% an“Tnspec-
tor under clause (c) of section 22 of the Act requu'mg & person 1o %o d‘mg
of any stock in his possession shall be in Form 15.°

‘65. 'Form of receipt for seized drug.—A receipt, by an Inspe or for the stock
of any drug seized under clause (c) of section 22 of the Act, shall be in Fot-m 16.

66. Form of intimation of purpose of taking samvple.—Wheré am ' Inspector
takes a sample of a drug for the purpose of test or analysis, he shall intimate

) such purpose in writing in Form 17 to the person from whom he takes ib.

67. Procedure for despatch of sample to Government Analyst—

(1) The portion of sample or the container sent by an Inspector to the' Gov-
‘ernment Analyst for test or analysis under sub-section (4) of section 28 of-the
Act shall be sent by registered post or by hand in a sealed packet, enclosed,
together with a memorandum in Form 18, in an outer cover sddreseed o’ ‘the
Government Analyst.

(2) A copy of the memorandum and a specimen ‘impression of the senl used

" to seal the packet shall be sent to the Government Analyst sepsmtely by

registered post or by hand.
58. Confiscation of drugs.—When any person has been  con¥icted' under

. Chapter:IV of the Act for contravening the provisions of sub-clause (i) of icluuse
- (a)-of section 18 of the Act or of rule 110, the stock of the drug in’ i-especf of
iiwhich the contravention has been made shall be liable to coqﬁscutlon

PART VI.—SaALE oF Druas

59. (1) The Chief Commissioner shall appoint licensing authontlee for the
purpases of this Part for such arcas as may be spécified.

(2) Applications for licences to sell, stock and exhibit for 'sale, and' fdihtn-
bute drugs shall be made in Form 19 'to the hcensmg authority, and shall be
accompamed by a fee of rupees five:

Provided that if the applicant fails to apply for a fresh licence ‘before the

_expiry of the licence in force, the fee for the fresh licence shall‘be-rupees ten.

60. A licensing authority may with the approval of the "Central’ Govern-
ment by an order in writing delegate the power to sign licences and such' other
powerg as may be specified in the order to any other person ‘under' his cahttol

61. Forms of licences to sell drugs—
(1) A licence to sell, stock and exhibit for sale, and dlstnbute rlrugsmbhex

bhan drugs specified in Schedule C shall be issued 'in Form, 20:

(2) A licence to sell, stock and exhibit for sale and distribute drugs. specified
in Schedule C shall be issued in Form 2I. o vl

‘62, Salr at more than one place~—~If drugs are sold or stocked for sale at
more than one place, a separate apphcatiozx shall 'be made, and. a: separate
licence shall be issued, in respect of each such place,

63. Duration of licences.—Licences to sell drugs shall, unless,: sooner sus-
pended or cancelled, be in force for two years: {rom, the date of issue:

Provided that if application for a freshlicence /is.made before the, pxguy of
the period of validity of the licence, the licence shall continue: to bein|force
until orders are passed on the application., ’

64. Condition to be satisfied before a licence in. Form 21“ i gnmtgﬁ —A
licence'in Form 21 for the sale of biological and other special products, Igpthﬁ'sd

the
licence  is satisfied that the premises to be licensed are equipped, vﬁth per
storage;accommodation for preserving the properties of the drugs ‘oo wh:
licence . applies.

65:4Conditions of licences.—Licences in Fom 20 and Form 21 ﬂla}h be

A .ubjecfmto the conditions stated therein and to the followmg geners.'l con:htmm;'

'{(1)7Amy drug specified in Schedule E or any pmpp,:_‘gt:qn ooni_y;x}; :
dmg sand any drug supplied on the prescri] tﬁhon -of .8, registared xyp‘d&p' ;

tioner shall, if compounded or made up on the licensee’s premlsegb kp’ conip
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ed; ot imade up by. or under the,direct and personal supervision of a qualified”  °
person. :
‘(ﬁ’ﬁe'ﬂupply, otherwise than by way of wholesale dealing, of a drug speci-
fied in' Schedule E or any preparation containing any such drug, and of any -
drug supplied on..the preseription of a registered medical practit'oner shall be
effected only by or under the personal supervision of a qualified person:
Provided that this condition shall not apply to the sale of a preparation con-
taining| a drug specified in Schedule E supplied otherwise than on the pregcrip-
tion of a registered medical practitioner if the preparation has been made up for
sale in|a confainer elsewhere than on the premises and the container has not
been 'opened. since, the time when the preparation was made up for sale therein.

(8) The supply of any drug on the prescription of a registered medical
oractitioner shall be recorded at the time of supply in a prescription reg'ster
specially maintained for the purpose and the serial number of the entry in the
register shall be entered on the prescription. The following particulars shall be
entered in the register— :

(a) serial no. of the entry;

(b) the date of supply; -

¢) the name and address of the prescriber;

gd) the name of the patient;

(e) the name of the drug or preparation and the quantity or, in the case of
a medicine made up by the licensee, the ingredients and quantities thereof;

(D if the drug is a drug specified in Schedule C, the name of the manu-
tacturer, the batch number and the date recorded on the container, label, or
wrapper, as the date up to which the substance may be expected {o retain a
potency not less than, or not to acquire a toxicity greater than, that required
or permitted by the prescribed test:

() the signature of the qualified person by or under whose supervision the
medicine was made up and supplied:

Proyided that if the medicine is supplied on a prescription on which the
medicine has been supplied on a previous oceas’on. it shall be sufficient if the
entry in, the register includes a serial number, the date of supply, the quantity
suppli;-g' and a sufficient reference to an entry in the register recording the
dispensing of the medicine on a previous occasion.

(4) The supply of a drug specified in Schedule F or preparation :ontaining |
any such drug or of a drug specified in Schedule C shall be recorded at the tiine {
of supply in & register specially maintained for the purpose in which the follow-
ing particulars shall be entered:— |

(a) serial number of the entry;

(b) the date of supply; |

(c¢) the name and address of purchaser; !

(d) the name of the drug or preparation and the quantity thereof;

(e) if the drug is a drug specified in Schedule C, the name of the manu- {
facturer and the batch number; |

(f) the signature of the person under whose supervision the sale was effectad:

Provided that this condition shall not applv to sunply on the prescription of
a registered medical practitioner or by way of wholesale dealing.

(5) Records shall be maintained of all purchases and sales by wav of whola-
sale dealing of drugs specified in Schedule C and such records shall include the i
fo'lowing particulars :— §

(a) the dates' of purchase and sale;

(b) the names and addresses of the concerns from which purchased and ihe i
concerns to which sold; ! \ i

(c) the names of the drugs, the quantities and the batch numbers;

(d) the name of the manufacturer. :

Such record shall be preserved for three years from the date of the suls of
the drug. :

(6) The licensee shall produce for inspection by an inspector anpointed under
the Act on demand all registers and records maintained under these rules, and
shall supply to the inspector such information as he may require for the purpose
%f asoegtaining whether the provisions of the Act and rules thereunder have been
observed. ] i

(7) “Except where otherwise provided in these rules, all registers and records
maintained under these rules shall be preserved for a period of not less than two
years from the date of the last entry therein. :

(8) Notwithstanding anything. contained in this rule it shall not be neces-
sary to record any particulars in a register specially maintained for the purpsse
if the particulars are recorded in any other register maintained under any other
law for the time being in force. :

(9) Substances specified in Schedule H shall not be sold by retail except on
and in accordance with a prescription of a registered medical practitioner:

Provided that no prescription shall be required for sale or supply to a register-
ed medical ‘practitioner. hospital, infirmary or an institution approved by ‘an

order ofia‘nam%mhad
10y For the’ purposes of -clatiss’ (9) & prescription shall— IS
(a)"be in‘writing and' be sighed by the person giving it with his ususl signa- °

~% arte 1) ) Riesd ™Y 4 " 5 .
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(b) specity the name and address of the person for whose trewtment it is
given;

(¢) indicate the total amount of the medicine to be supplied and the dose to
be taken.

(11) The person dispensing a prescription containing a drug specified in
Schedule H shall comply with the following requirements in addition to other
requirements of these rules:—

(a) the prescription must not be dispensed more than once unless ‘the pres-
criber has stated thereon that it may be dispensed miore than onte;

(b) if the prescription contains a direction that it may be dispensed a stated
number of times or at stated intervals it must not be dispensed ‘otherwise thin
in @ccordance with the directions:

o) at the time of dispensing there must be noted on the prescription above
the 'signature of the prescriber the name and address of the seller and the date
on which the prescription is dispensed. !

(12) Substances specified in Schedule B kept in a retail shop ‘or pretniges
nsed in connection therewith shall be stored—

() in a cupboard or drawer reserved solely for the ‘e\iarage 'of poisons; or

(b) in a part of the premises separated from the remainder of ‘the preniises
and to which customers are not permitted to have'access.

(18) Bubstances specified in Schedule B shall be kept in containers imper-
vious to the poison and sufficiently stout to preévent leakage arising from' the
ordinary risks of handling and transport.

(14) A substance specified in Schedule E sold by retail shall be labelled
with the word ‘‘Poison” in such language or languages as the 'Chief ‘Cormumis-

sioner may prescribe by notification in the official .Gazette.
(15) The description ‘‘Chemist’’, “Druggist’’, . ‘‘Chemist and Druggist'’,

“Pharmacy’’, ‘“Pharmacist’’, ‘‘Pharmaceutist’’, “Dispenser’’, ‘‘Dispensing
Chemist’’, “Dispensary’”, ‘‘Pharmaceutical Chemist’* or any combination of
j Stds or otherwise, shall not be

such words, whether in conjunction with other wor :
used by the Jicensee in any advertisement or on any label, signboard or nainz
S otherwise in connection with the sale of drugs by retail unless the pre-

plate or ot
mises are under the personal supervision of a qualified person.

Eaplanation.—For the purposes of this Rule, ‘‘qualified person’’ means a
person Who:— b Py

(a) holds a degree or diploma in pharmacy or pharmaceutical chemistry, of
an Tnstitution approved by the licensing authority, or

(b) is a Member of the Pharmaceutical Society of Great Britain, or

(¢) has had not less than four years practical éxperiénce of 'digpensirg which

is in the opinion of the licensing authority adequate, and Has been approved by

that authority as a qualified person.

66. Cancellation and suspension of licences—

(1) The licensing authority may, after giving the licensee an opportunity to
show cduse why such an order should not' be passed, by an order in writing
stating the reasons therefor. cancel a licence issued under this Part or suspend
it for such period as he thinks fit, either wholly or in respect of some of he
substances to which it relates, if, in his opinion, the licensee has failed to
comply with any of the conditions of the licenée or with any provision of the
Act or rules thereunder:

' Provided that if such failure or contravention is the consequence of an act
or omission on the part of an agent or employee, the 'licénce ‘shall not be ean-
celled or suspended unless the licensing authority is $atisfied :

(a) that the act or omission was instigated or connivéd at<by the owner of
the business or, if the owner is a firm or company, by a.partner of the firm or
a director of the company; or Z

. (b) that the owner of the business or an ‘agént or employee of the ower had
been guilty of a similar act or omission within ‘twelve mAnths before 'the date
on which the act or omission in question took place and that the owner had, or
reasonably ought to have had, knowledge of that: previous ‘act or omission; or

(c) if the act or omission was a continuing act or omisgion, that the owner
of the business had or reasonably ought to have-had, knowledge ‘of that previous
aet or omission; or

(d) that the owner of the business had not used due diligence to ensure-that
the conditions of the licence or the provisions of the Act-or the rules thersunder
were observed. |

(2) A licensee whose licence has been suspended or' cancelled may apnoal to
the district judge of the district in which the right of appeal accrues or-if there

is na, district judge of that distriet such judicial officer as the Central Govern-
ment may appoint in thig behalf within three months of the date -of the order.

87. The warranty referred to in sub-section (8), section 19 of ‘the -Act shall
be either in Form 22 or in Form 23.
PART VII.—MANUFAGTURE FOR .SALE '
gnufac-

88. Manufacture on more” than one set of premises.—If drugs are mi
tured- on more than one set of premises a separatej application shall be, made
and a separate licence shall be issued in respect of 'sach such seti:of ;premises.

89. Applications for licence to manufacture .drugs other.than - iepecial
products.-—Applications for the grant or renewal of licences to,manufacture .for
sale:drugs other than those specified in Schedules-C and O (1) shall be made to

]
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) ter in. this Part referred to as the licensing authority} ‘i
Forra 24 and shall be accompanied by a foe of rupees twenty.

70. (Form of . licence - to manufacture drugs other than special products.—
Licences, to manufacture for sale drugs other than those specified in Schedules;
C and @i(1)/shall. be issued/in Form 25. :

71, ' Obniditions to, be satisfied before a licence is granted.—A licence in Form
25 shall nof

2
Ex
&g
g

. ‘Bo granted or renewed unless the licensing authority is satisfied
that fHe manufacture will be conducted under the active direction and personal
supervision of a competent technical staff consisting of at least one person
who fis—i! | |

e kT duate in Pharmacy or Pharmaccutical Chemistry of a university
recbgﬂlhe‘d. Ey the Central Government for'the purposes of this Rule, or
. 1 (2).,a graduate in.science who for the purposes of his degree has studied
chemistry as a principal subject and has had at least two years’ practical
experience in the manufacture of drugs, or

(8).a person whoase. general .ﬁraininﬁ., Jmowledge of chemistry and practical
experience,. extending .over mot less. than three years, in the manufacture of
drugs -are. in. the opinion of the licensing| authority adequate. .

" 79" Dittation of licence.—A leence in Form 25 shall, unless sooner suspend-
od or cancelled, be in force for a period of two years from the date of issue and
may theretittor ‘be remewed for periods of two years at a time:

¢ ‘Pm_ 'ai& 'ﬁbat'i,f"‘ilp;‘rﬁésfﬁon for renewal is made before the expiry of the
period ‘gk validity 'of & licence, the licence shall continue in force until ordersr
are pasged 'on such wpplication.

_ 78. Certificate of renewal.—The cortificate of renewal of a licence in Form
25 shall be issued inForm 26.

\74. Conditions. of licence,—A licence in Form 25 shall be subject to the con-
ditions stated therein .and to the following conditions:—

(a) thelclicenseeiishdll provide end maintain an adequate staff and adequate
premises and milamt forathe proper manufacture and storage of the substances in
remeo'tvqﬂ-vwhﬁuh ffhe»licenee iis issued ;

(b) the-lidenses~Ehall comply with ‘the provisions of the Aet and of these

rules anid Fwith stich farther requirements. if any, as may be specified in any

rules ‘stibséqueritly ‘made ‘under ‘chapter IV of the Act. of which the licensing

authority !ias ‘n ‘the Ticensee’ not less than four months’ notice;

(¢} the licensee shall allow any inspector authorised by the licensing
authority |in that Qbe,balf to enter, with or without prior notice, any ‘premises
where thq(mamifacture..of a substance in respect of which the licence is issued
is carried on, to inspect the premises and to take samples of the manufactured
producti; :

(d) the licenseelshall allow an inspector to inspect all registers and records
maintained under these rules and shall supply to the inspector such informa-
tion .as. hp may require for the purpose of ascertaining whether the provisions
of the Ach:and rules thereunder have been observed.

5. Form of ‘pplication for licence to manufacture druas specified in Sche-
Aules C and C (1).—Applications for the erant or renewal of licences to manu-
facture ‘drugs speeified 'in: Schédales C and C (1) shall be made to the licensing
authority lin Form 27 and ‘shdll' be accompanied by a fee of rupees twenty and
an ‘inspection’ fee-of Tupees onerhundred.

76. Form of licence to manufacture druas svecified in Schedules € and C (1).
—Tiicences to mannfacture for sale drugs specified in Schedules C and C (1) shall
Ye.issued in Form;28. tk

77. Durafion-of licence—A licence in- Form 28 shall, unless sooner cancelled
or suspended,. be in force for & period of two years from the date of igsue, and
may thereafter be renewedfor periods of two vears at a time :

Provided that if application for renewal is made before the expirv of the
period .of validity of a licence, the licence shall continue in force until orders
are pHssed ori the application. T

| T8:aConditionarlof icence.~~A. licence .in Form 28 shall be subject ,to sthe
special‘conditions; if-any, setiout in-Schedule F which relate to the substance,in
respect ofrwhich the licence is granted and to the following general conditions :—
.1 (8) |(i)the licenseg-shall,provide,and maintain an adequate staff and adequate
premises and plant for the proper manufacture and storace of the substanges, in
respect of which the licence isvissued ; (i) without prejudice to the Renemlifv.of
the foregoing requirement;, every.holder of a licence who for any purpose engiwes
in, the Auk.ure or manipulation of pathogenic spore-bearing micro-organisms shall
;provide :tp, the satisfaction of the licensing authority separate laboratories and
\utengils and_apnaratug:raquired for the culture or manipulation of such miero-
.organisms, the laboratories, utensils and apparatus so provided not being used
for. the . manufacture of any ather substance; : i
+,.(b).the licanses shall either, (i) provide and meintain an adequate -staff, and
~rdegnate premises and plantfor, carrving out such. fests of the strenath, qualitv

P g!:‘“,q#,th al e required to be carried out by him
’mipmnsmns o? g}m E@:%l”. including proper housingyfgg aﬁg%%i:

..;Mappmntei byi;tl_ie‘bhief Commissioner for the pru_r}‘fli?éﬁ':'_' 1
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used for the purpose of such tests, or (ii) make arrangements with'some institu-""
tion approved by the licensing authority for such tests to be regularly carried otit:
on his behalf by that institution; .

(c) the licensee shall keep records of the details of manufacture of each 'batch
of the substance which is issued for sale and of the application of the tests there-
to in such form as to be available for inspection' and to be easily identified by
reference’ to the number of the batch as shown on the label of each  container,
and such records shell be retained in the case of a substance for which a potency
date is fixed, for a period of two years from the expiry of such date and in the
case of other substances for a period of ten years;

(d) the licensee shall allow any inspector, authorised by the licensing
authority in that behalf, to enter, with or without prior notice, any premises
where the manufacture is carried on and to inspect the premises, and, in the
case of substances specified in Schedules C and C (1), to inspect the plant
and the process of manufacture and the means employed for standardising and
testing the substance;

(e) the licensee shall allow an inspector authorised by the licensing authority
under the provisions of condition (d) above to inspect all registers and records
maintained under these rules and to take samples of the manufactured product
and shall supply to such inspector such information as he may require for the
purpose of ascertaining whether the provisions of the Act and rules thereunder
have been observed;

(f) the licensee shall from time to time report to the licensing -authority any
changes in the expert staff responsible for the manufacture or. testing of .the
substance and any material alterations in. the :premises or plant: used for.that
purpose which have been made since the date of the last inspection .made on
behalf of the licensing authority before the issue of the licence;

(g) the licensee shall on request furnish to the licensing authority, or such
other authority as the licensing authority may direct from every batch of the
substance, or from such batch or batches as the licensing authority may from
time to time specify, a sample of such amount as the authority may consider
adequate for any examination required to be made and the licensee shall, if so
required, furnish full protocols of the tests which have been applied; "

(h) if the licensing authority so directs, the licensee 'shall not'sell or-offer,
for sale any batch in respect of which a sample is, or protocols are, furnished
under the last preceding sub-paragraph until a certificate authorising the sale
of the batch has been issued to him by or on behalf of the licensing authority; .

(i) the licensee shall on being informed by the licensing authority that any
part of any batch of the substance has been found by the licensing suthority
not ta, conform with the standards of strength, quality or purity specified in
these rules and on being directed so to do, withdraw the remainder of ‘that
batch from sale and, so far as may in the particular circumstances of the ‘case
be practicable, recall all issues already made from that batch; ° e

(i) no drug manufactured under the licence shall be sold unless the pre:
cautions necessary for preserving its properties have been observed throughout
the period after manufacture; F ' t i

(k) the licensee shall comply with the provisions of the Act and of these
Rules and with such further requirements, if any, as may be specified in any
rules subsequently made under Chapter IV of-the Act, of which the ‘licensin
authority has given the licensee not less than four months’ notice. - !

'79. Inspection before grant of licence.—Before” a licence in Form 28  is
issued, the licensing authority shall cause the establishment on which the manu-
facture is proposed to be conducted to be-inspected by one or more Inspectors
appointed by it for the purpose. and the Inspector or Inspectors shall examine
all portions of the premises and the plant and appliances, inspect ‘the Erdcess
of manufacture intended to be employed and the means to be employed for
standardising and testing the substances to be manufactured and enquireirto
the professional qualifications of the technical staff to be employed: 3

80. Report by Inspector.—The Inspector or Inspectors shall'fdrvwardlltb'tbe
licensing authority a detailed descriptive report of the resuﬁ"of the inspection.
81. Procedure of licensing authority' — '

(1) If the licensing authority, after such further enyuiry, if.any, as he may
consider necessary, is satisfied that the requirements of the rules under the
Act have been complied with and that the conditions of the:licence ‘and the
rules under the Act will be observed, he shall issue a licence inForm 28] -

(2) If the licensing suthority is not so satisfied, he shall reject the applica-
tion' and shall inform the applicant of the reasons for such rejection'andof the
conditions which must be satisfied before a licence can be granted ' and shall
supply the applicant with a copy of the inspection report. e

82, Further application after rejection.—If within a period 'of six months
from the rejection of an application for a licence the applicanit informs ' the
licensing authority that the conditions laid down have been satisfied ~and
(deposits an inspection fee of rupees thirtv, the licensing author'ty mav, if
after causing a further inspection to be made he is satisfied that, the conditions
for the grant of a licence have been com;iied with, issue a licerce i Form 28.
..+ 88. Renewal.—On application being made for renewal, the'lidensing ‘au{ﬁﬁiﬁy
may cause an inspection to be made and, if satisfied that, the': A@‘q%?hoﬂq g 4
licence and the rules under the Act are. and ‘will éqi;binue.‘t‘g,l%a‘ o léﬁ%l} {
“issus & certificate of renewal in Form 26. © 70 10 - T AE soslrhieds|




irugs jare manutactured for sale outside Lu
( ation, and sus 1mnétifn'o' licences -— a2
The censing a.utliorit,y inn.y; ter giving the licensee an oppor ﬁ"ﬁy to
wuse, why such an order snould nov be passed, by an order in Wnting
he"* yﬁl:n § thereror, "caricel & 'licence 1ssued under this Pars or suBpena
oh ‘Peridd ‘as e thinks fit, either wholly or in respect of some of the
ces to which it relates, if, in his opinion, the licensce has failed to
¢ twith'any of ‘the conditions of the lLicence or with any provision ot the
Act or |rules thereunder. | ., . . i }
, ngmez whose licence has béen suspended or cancelled may appeal to

‘et judge of the district in which the right of appeal accrues or if there
| f ﬁ.'?ul.':!ﬁéﬁ of that district such judicial oficer as the Central Govern-
mer ay appowt in this behalf within three months of the date of the order.
VAT #A..HT , VIII,—MANUFAGTURE FOR EXAMINATION, TBST OR ANALYSIS

1114861 |Conditions) pelating to, manufagture for ezamination, test or analysis.—

JProvisions .of; section 18 of the Aet shall not apply te the manufacture of
'in|small quantities for the purpose of exanunation, test or analysis  if
ditions prescribed in this Part are fulfilled.

! 8% |Liabellings—Any, drug, manufactured for the purpose of examination,
b1 |analysis. shall ;bekept.in containers bearing labels indicating the purpose

dox, whieh)it shas;been manufactured. : .

88. Labelling of drugs supplied to other persons.—If any drug manrufac.,
“tured for the puposs of-exalunation, test or analysis is suppled by the manu-
factu b0 ey “othier person; ‘the cortainer shall” bear s label on which'' shal

be stated the name and address ofthe manufacturer, the accepted seiébvic
indmey ‘Bubstdnedsf known; 'or if not known a refercnce which will -enable

& 0" be Mmﬁﬂe@ and" the purpose for which it has been manu-
1ROt VIAYIBDT Geii i r L
89. Licence.—If the person proposing to manufacture a drug for the purpose
~of 'examiination) tesi lor‘analysis’ does ‘tiot hold a licence in Form 25 or Form 28
odinkare; Q’ﬂﬁ‘ﬂﬂig’boﬁshhﬂ,"befdte commencing such manufacture, ‘obtain
a licence in Form @90 o1 1o ol e
oftapplication.—An. application for a licence in Form 29 shall be
Leenging anthority appointed by the Chicf Commissioner for the
art(hereafter in this Part referred to as the licensing authority)
hall be mmd&by‘;or-egpnters.gned by the head of the institution
!:&gl d:iiffotor of the firm or company by which, the substance will be

LY nor

pigad ﬁi uratio moLf ﬁé:rf&a'.ig licence in Form 29 shall, unless, soonjar:‘can-
celled, be in force for 8 period of one year from the date of issue, and may
t'be’ tetiewed for periods 'of on year at & time.
S 1 fjl‘forféjf%f li;:encll.;A licence in Form 29 shall be subject to the
uvlén,'?.('- J 4 G’O‘;ﬁ'vdiﬁm:—l D1y ) i '
(8) the licensee shall use the drugs manufactured under the licence exclu-
.|, Sively f purposes of examunation, test or analysis, and shall carry on the manu-
I‘ﬁz‘eiﬁé?:}-ld ‘:!x} ﬁ? tion, te: h_or analysis at the place specified in the licence ;
, acture and examinat ;. or analy place sp
.. (b) the licensee shall allow any Inspector authorised by the licensing author-
ity 1 thay behulf to enter, with or without notice, the premises where the drugs
“&Jre’ ﬂil u?élcf,ui'qd and to satisty himself that only exam nation, test or analysis
ork 18’ being conducted ; : ;
(), the lipqnseq.shg.u,keqp a record of the quantity of drugs manufactured for

Y

" eXamingtion, test or analysis and of any person or persons to whom the dru

"i‘nvﬁ“ %n etPfflidd; - PR ETE ‘83
_ (d) the licensee shall comply with such further requirements, if any, appli-

"“éable‘tg the holders of licences in’ Form 29 as may be specified in any rules

)

subsequently made under the A¢t and of which the licensing authority has
1»given thim  notl-less:than ‘one: monthlsinotice.
93. Cancellatioh’ of licences "' *

":',', (i)’ Tﬁa'ﬁ‘c%'qing, authority may .after giving the licensee an opportunity. tc
show' cause’ why such an ,er..,_g'gqluld-not be passed, by an order in writing
stating the reasons therefor, cancel a licence -ssued under this Part, either
/wholly ior inxrespéot of some of the substances to which it relates, if,“in his
- /0pinion,  the: licensee has failed ito;comply with any of the conditions -of the
licence or with. any provision' of the Ach or rules thereunder,
 .(2) A liconsee whose licence has been cancelled may appeal to the distriet

' v judge ofi the: distriet in which.the right of appeal accrues or if there is mo

< adistriet judge 1of ) that/ distriet such judicial officer as the Central Government
may appoint in this behalf within-three months of the date of the order, . -

et Dalliygia ol PR IX —TABBLLING AND PACKING
""94f"E:pa’3m§ﬁ3h of q&fﬁdiﬁ,f&'_'f};gi")’rom certain provisions of this Part —

og ,(UB%PT?I\E;OD,S of this Part shall not apply to a drug sold for export to a
ange 4u S Ve a1 baitiaog

¥ )_,@hgkgépv?nna pﬁgmhp @ﬁtﬁlOlf}nclusive sl}llall not apply to a me'dio‘ine
.. made u for % Whether after or without dilution, which is sup-
ﬁiﬂ%ﬂpﬁlﬁ ﬁgesdﬁﬁmt%ﬁ re'gisgergi medical practitioner by a person.licensepd

1

apply to the manufacture of d}'ugiiiér‘ ]
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_ isuptivision.”.

inder these rules to sell drugs, provided that, if the ‘medicing
stunce specified in Schedule 1, the lollowing conditions &re 86 g ?
(&) The medicine shall be labelled with the name and ‘address of the liéénsee
by whom it is supplied. :
(b) 1f the medicine is for external application, it shall be labelled in’the’ . . |
imanner preseribed in rule 98 with the wora *‘Powson’ and with the words "For
external use only’'. P Lt
(¢) 1f the medicine is for internal use, it shall be labelled‘wi'th the dose.
(d) Condition (8) of the eonditions in rule 65 shall be ' satisfied:
95. Prohibition of sale or distribution unless labelled.—Bubject to ‘the other
prowisions of these Kules, no person shall sell or distribute :Jg&tug including
accord

< %

a patént or proprietary medicine) unless ‘it is labslled in ance with ‘these
RBules.

96. Manner of labelling.—(1) Subject to the other provisions of ‘these Rules,
the particulars with which the container of any drug is ‘required to' be labelled
under this Part shall appear in a conspicuous position on the “mnermost eon-
tainer in which the drug is packed and on every -other covering:in: which that
container is packed:

Provided that when the drug is contained 'in-an ampoule. it shall be
necessary, except where otherwise provided in these rules, ‘to-label ‘the am e
.itgelf with (1) the name and quantity of the-drugiand (2) ‘the ‘namie ‘of thé manu-
facturer. Vo 49 anididah o 5

(2) Nothing in these Rules shall be deemed to, wduhﬁ,'qh;.llsbdlw of any
itransparent cover or of any wrapper, case or other «covering used: solely, for the
jpurpose of packing, transport or delivery, ) N X Ve

(8), Where by any provision of these Rules any particulars, are; required  to
lbe displayed ou a label on the container, such particulars may, instead of being
displayed on a label, be etched, painted, or otherwise indelibly marked som the
container: : Sy F

Provided thau, except where otherwise provided in.these Rules, the name
of the drug or any distinetive letters intended to refer to the,drug shall not be
etched, painted or otherwise indelibly raarked on the conteiner. )

97. Labelling of medicines.—(1) The container of a medicine for internal use
made up ready for the treatment of hunan eilments shall— s

(8) if it contains a substance specified in ‘Schedule B, ‘and ot ‘specified ‘in
'Sehedule G. be labelled with the words “‘Poison’": _ A% i

(b) if it contains a substance specified in Schedule G, be labelled ,rdsh“tha
words *‘Caution. It is dangerous to take this preparation except under medical

(2) The container of an embrocation, liniment, iotiap.,v,’ligii}id,(« '_."‘LN: \ or
other liquid medicine for externsl application, which is made up ready for the
‘tredtment of human ailrents, shail, if the medic.ne cbmuins“.'a(_s[u"ﬁs‘tmic; ecl-
fied in Schedule B, be labelled with the words ‘‘Poison. “For external use

romly’'. 129 Y

“(8) The container of a medicine made up ready for the tréatment a}"lﬁmﬂ!
hall” if the medicine contains a substance specified in Schedile E, be ‘labelled
‘with the words ‘‘Poison. For animal treatment only''s eipoit SHE o :
&' (4) The container of a medicine which is ot madeu ‘rfﬂ y for mint.

1“§Hgll, if the medicine contains a substaice specified ‘in ‘Schet JlE; ¢ labelled
with the word ‘‘Poison”’. o v T B
‘Eaplanation:—A medicine shall be deemed to 'be,‘mtfdé‘;tp;“‘l'q‘aﬁy“ Ql at-
“Uiblext if ‘it is made up and labelled with e 'dose ready fdr use,” whether/
or without dilution. il IR dnrd g i 2k
- "98: Manner of labelling.—The words: with which a . conteiner of a medicine
is required to be labelled under rule 97 shall— LG R 0 8 T
‘(a) if the medicine contains a substance :specified iin-’ chedule (B weither

be in red letiering or be set against a red background, and,. . Tl : of
; éb). in all cases shall either be on a separate label or'be nqrroundedH&; line ,_
wihin which there shall be no other words exoept words with which the con- in
I4dider is required to be labelled under'these rules. 0 _ o
99. Labelling with the name and -uddress of:seller.—The rconteiner of any 'sh
“substance specified in Schedule E, or:preparation containing such , substance th
shall be labelled with the name and addtess: of the sellerrand: the mddress: ofitthe or
premises on which it was sold: s . q|
Provided that when the substance br preparation is soldin a:contaimeriand e
.puter covering, it shall be sufficient if the mame axid'address of the sell
pither on the container or on the outerscoverimg:~ . = 1 R T 4 T
Provided further thet when the substance or preparation is supplied : i |
warehouse or depot in the course of wholesale dealing it shall be ier 1
the container is labelled with the seller’s principal place'of business. ~ '/
' %00, Labelling with the name of bﬁb%’taﬁba-’—‘(l’)‘Sﬁb(&?' 4 10" the | provis
of this rule, the container of any substance specified in Schex le'E, para- . lady
tiéa containing such substance shall be labelled with ‘the nape of'Such 'siibs o 4 1 " adv

Tk 2 agiiar TR @ TR ) { ! Yttt
i ) For the purpose of this rule, the'naime of a ‘substance &ﬁﬁn‘ 11 be 5 ) . .,% :
'f'uﬁ‘a(eg Which it is included in Schedule E: i e i ! .
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ko 7 2y et :
_l,'h;%;" stguce, speciically, the Dame of the substance shall be:—

o.0(s) ifithe; piéparation isancluded n the Brntish Pharmacopeeia or the British
Pharmaceuucss Codex, one or osher of the names or synonyms or abbrevisted
Ry sef, Quy gheren,; or

(bj I any ovher case the accepted scientiic name where known, or if not
knowl the name descriptive of the true nature or origin of the substance.

1 (8)1n the gase of u Dpreparauon nciuded . the Briush Pharmacopeis or
the, British khym.}q.qqumca,'l‘qwex. ot any duusion or admixture of such & pre-

-, RHTAtiON, or sny, surgical dressing f§r wniel g standard s prescribed in’ the

',‘.u;ips%],’_lw;mucgmiegl Qoﬂ:&, v _shall be sufficient, notwithstanding anything
in _th?b foregowy sub-rules, to state the name, synonym Jgr abbreviated’ name
used o describe. the, prepar iion or surgical dressing in the British Pharmacopeeia
or the! _Britis)? i{m?agut?ca\l Cé«:{'e‘x:\fg with the addition of the letters ‘“B. P.™’
or "B, P. C.", as the case may be.

. 101, Labeling fu;t}p.;qta_tqmenﬁ 0, quantity.—(1) Subject to the provisions oi
wwhis rule, the label of the contamer of any preparation containing

not less than 3 per cent by volume of alcohol, or a substance specified in Sche-
dule I, shall include a statement of the quantity of alecohoi or of the wsaid
substance contained in the preparation as hereafter provided. .

(2) It the preparation contains aleohol, the quantity of aleohol shall be stated
i’ terms of the average percénttige'by volume of absolute alcohol in the finished
product, ]

“(8)|1f the preparation contams a.substance specified in Schedule E, the
' quantity shall be stated, in the case of a liquid, in- terms of grains or minims

per fluid ounce, in the case of asolid; in terms of grains or minims per avoir-
. dupoiglounce:
"' Provided that the quantity may be stated in terms of the metric systew;

.. Frovided also that when two or more pills, walers, tablets, powders, capsules

or the like are packed in the same tontainer, the quantity shall be stated in
berms’of ‘the "quantity present i each pil, wafer, tablet, powder, capsule or
other univ, = d i '
12 (4) In the, cage,of u“p,r,epgrfa,nion‘ containing a substance specified in Schedule
-1, dwshall besutticient to, stave on the label the particulars specitied in that
Schedule. i
1 (8) ln_ the, case. of a, preparation included in the British Pharmacopeis or
the British Pharmaceutical Codex or any dilution or admixture of such a
_,prggt;iqﬁion,”or,g surgical dressing for which a standard is prescribed in the
British Pharniaceutical Codex' the confuiner of which is labelled with the name
.used to describe the arficle in the British Pharmacopeeia or the British Pharm-
ceutical Codex with the addition of the letters “'B.P.”" or **B.P.C.", as the case
may be, it shall not be necessary to state on the label the proportion of the
substance specified in Schedule E ¢éontained in the preparation.

102. Non-Sterile Surgical Ligatute and Suture.—Hlvery container of, and
wrapper enclosing surgical ligature or suture other than a ligature or suture
offered or intended to be offéted for sdle as sterile shall bear a label on which
are prmted or written in & conspicuous manner in indelible red ink the words
“Non-sterile surgical ligaturé” (suture)—not to be used for operstions upen the
human body unless etficiently sterilised and tested for sterility by the processes
_prescribed by Nules under ‘the Drugs Act, 1940,

108. ‘Additional. provisious. for..patent or proprietary medicines.—(1) 'Lhere
‘shall' be printed .or: written in.indelible ink on the outer label of every package
containing & registered patent or proprietary medicine the letters ‘‘CDL’’
followed by the registration.oumber, of the medicine allotted by the Central
Drugs Laboratory; and no other, reference to the certificate of registration or
to the fact, of uegistmtigqhs?@/u he made on any label on the contaner or any
covering in which the container 18, packed or on any other written matter
or advertisement enclosed therein. =
. (2) The name and addfess of the manufscturer shall be printed on the label
of the ,g’i?gxtaiqgr, of a pafent or'propriétary medicine.

(8), The, true formula ‘ot 1it ‘6t ingredients shall be printed or written in

indelible ink on the outer label of every package containing an unregistered patent
or proprietary’ medicine,’
. 104. Use of letters B. P. and B. P. C.—The letters “‘B. P.”’ and *‘B. P. C.”
shall be entered- on the label; on & drug only for the purpose of indicating that
the drug is in accordance with the standard set out in the British Pharmacopceia
+or-the, British Pharmaceutical Codex; as the case may be.

105. Packing of patent or proprietary medicines.—A patent or proprietary
mediging shall be made up in containers intended for retail sale.

108. Diseases which o drug, may not purport to cure.—No drug may purport

. or claim: to cure any dise e or, ailment specified in Schedule J, or to procure

or assist to procure the miscarriage of women.

PART 'X.—SPECIAL PROVISIONS RELATING TO BIOLOGICAL AND OTHER SPECIAL
" ' PRODUCTS
.. 107. Name of substance.—If any substance specified in Schedule C is
 .advertised' or sold a§ .& proprietary- medicine or is contained in a medicine so
..8dvertiged or sold, the namie statod in Schedule F as being the accepted scienti-
fic name or name ‘déscriptive’ of 'the” true nature and origin (hereinafter referred
to .as the ‘‘proper’finmie’?) ‘6f thesubstance shall appear on the label in the
manner prescribed in this Part.
|

A\

&

'ﬁ?zﬁéé&m:ﬁ, wiere the suid term describes a group ol subsiances and not
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"4y the nature of the preparation, they may deem necessary.

.mdelible ink the following particulars and such further particulars, if ‘any, as

108, Containers.—(1) No substance specified in Schedule C shall ‘be sold
offered for sule unless it has been sealed in a previously sterilized glass“con-
fainer in such manner ss will in the opinion of the licensing authority suffice to-
precludz the access of bacteria:

Provided that in the case of surgical ligature or suture the container may be
of some substance other than glass. ! !

(2) Whea any such substance is issued in liquid form in containers which
are sealed in such a manner that portions of the contents can be withdrawn for
use on different occasions, the liquid shall contain a sufficient proportion of
some antiseptic to prevent the growth of uny orgenism which may be' accident-
ally introduced in the process of removing a portion of the contents of ‘the
coulainer. y 2

(8) The container shall comply with such further requirements, if ‘any; as
are specified in Schedule F in that behalf.
 (4) The licensing authority may in the case of any particular preparation
of any such substemce dispense with any of the requirements of this Rule or
of Schedule I, and may make such additional requirements, as having regard

109. Labelling.—(1) Bvery phial, ampoule or other container of a substance
specified in Schedule C shall bear & label on which is printed or written in

e T

arc specified in Schedule F:— S
(a) the proper name of the substance in letters not less conspicuous than

those in which the proprietary name, if any, is printed or written, and following €
immediately after or under such proprietary name; ‘ g

(b) the number of every licence under which the substance or any of its f
constitucnts is manufactured or imported, preceded in the case of import
liceaces by the words ‘‘Import Licence'’;

(¢) a distinctive batch number, that is to say, the number by reference to n
which the preseribed tests, and details of manufacture of the particular batch ¢
trom which the substance in the container is taken are permunently recorded
and available for inspection; 5

(d) where a test for potency in units is required by these Rules, a statement
of the potency in units defined in terms of relation to the standard preparation
gpecified in Schedule F': i ]9.]

Provided that this clause shall not apply in the case of vaccine lymph or &
surgical lignture or suture. { b

(2) The particulars prescribed in clauses (a), (b) and (¢) of the preceding sub-
yule shall be printed or written in indelible ink either on the label borme by a
container of vaceine lymph or on o label or wrapper affixed to any packages in
which the contamer 15 issued for sale. The said particulars shall be mdelibly
marked on the sealed container of surgical ligature or suture or printed or.written ir
wn indelible ink on a label enclosed therein, b:

(8) The following particulars and such further particulars, if any, as are
s gpecified in Schedule ¥ shall be printed or written in indelible ink either on the
bel borne by the container of any substance specified :n Schedulg C or on a
iabel or wrapper affixed to any package in which any such container is issued g %
for sale:— ‘

{0) the name and address of the manufacturer of the final product; B

(b) the date on which the manufacture of the particular batch from which P
the substance in the container is taken was completed, as defined in Schedule F in
or, il there is nv definition in Schedule ¥, as hereafter defined in this Rule, and
' in the case of vaccines prepared from concentrates, the date of completion b
of the final products and the bottling for issue; | e

(c) where a test for maximum toxicity is required by these Rules a statement :1:
that the substance has passed such test; | of

{d) where a test for potency or maximum toxieity is required, the date up de
to which the substance, if kept under suitable conditions, may be expected to a8
vetain a potency not less than that stated on the label of the contdiner, or 10t hy
to acquire a toxicity greater than thab permitted by the test, as the case may be; pl

(e) where an antiseptic substance has been added, ‘the nature and the per- wi
centage proportion introduced; ; tes

(f) the precautions necessary for, preserving the properties of the contents to
she dute .indicated in sub-paragraph. (d) of this sub-rule. it s

(4) For the purposes of clause (b) of the last preceding sub-rule| the date on of
which the manufacture of a batch is completed shall be— o an

(a) in cases where a test for potency or toxicity is required by| these Rules
or, not being so required, is accepted by the licensing authority as jsufficient for
the purpose of fixing the date of completion of manufacture, the date ‘on!which pr
the tost was completed, or the date on which the substance was removed' from
nold storage after having been kept . at -a: temperature not exceeding 5°C. e
continuously for a period not exceeding two years from the time when the last —_
test was completed; bu

(b) in cases where no such test is required or accepted (i) if the substance
is a serum obtained from livng animals, the earliest date on which any ;gq.terial i
‘‘contributing to the batch was removed. from the animal, (i) if the iu stance tal
'was obtained by the growth of organisms on miﬁdal-meﬁqk‘. _the earlie te on .
which growth was terminated in any of the;material ooqp'xbnﬁng} o tal

o, the, bateh,
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and: (; ‘substance is-a;brain N‘j%ion used in the preparation of carho-
lised antirabic vaccine, the earliest date on which any braig n?abeﬁal conmg“gh{kﬁf‘.f
ing to;the| batch was remoyed from the passage animal: g
, Provided: that, im cases: where no;such test is required or accepted, if o bateh
of ithe substance (including all materials| contributing to this batch) has for s
period of not more than three years been kept in cold storage at a temperature’
not exceeding 5°C, continuously from the earliest practicable date after that'on
which ths | material Was removed from the|animal or on which growth wes tertr-
nated in the material, as the cese may be, the date of removal from cold storage
shall :ﬁe tréated’ as the 'date on which the manufacture of the batch is completed.
110. P ohibition of sale of substance after prescribed date.—No person shall:
sell, or exhibit for sale any substance specified in Schedule C after the date re-
corded on [the, container, label or wrapper as the dute up o which the substance;
may be expected to retain a potency not less than, or not to acquire a toxicity
grgate_}' thx’,'n,. that required or permitted by the prescribed test, as the case may'

Providéd that a person may at the request of a registered medical practitioner
gell after’'the date aforesaid sny such’ substence (except one that is required to
be teqtéﬂ’ {for maxirium_toxicity) which Toses its potency, if he has previously
drawn the practitioner’s attention ‘to the dates recorded on the cortainer, label
or wrapper, and the practitioner is sdtisfied that the sale is required by the
urgency of the case. BT i

:111,.,19tandarda.—Every substance specified in Schedules C and C (1) intend-
ed, for sale .shall conform with the standards of strength, qualify and purity
specified in these Rules and in Schedule F, and the tests for determining such
conformity, shall. be ‘applied to samples taken from the final product after every
mar etuging process has been completed.

112. Tests for strength and quality.—The tests, if any, required for deter-

mip}i}é( the strength and quality of each of the substances specified in Schedules
C. an {;’;,t ) shall be' those set out in Schedule F. :

118. Tésts for sterility.—The test for sterility in the cuse of surgieal ligature’
or suture ghall be, that preseribed in Part X of Schedule F.
‘114, Therfollowing tests: for #the presence of living serobie or anaerobic bacteria
shall bé mado 'byrthe manufacturer or by some institution approved by the
ﬁ:a:si&ug"akthority'!dr the purpose of carrying out tests on his behalf in the
chpb o3 A erven T B
(a) sera and solutions of sertim proteins intended for injection;
. (b) the'bacterial vaccines to which Part T(A) of Schedule F applies:
+ (o) 'carbolised amtirabic vaccine; . e
(d) toxins, antigens and mixtures of toxins or antigens with serum which are
intended 6 Be used in medical practice for immunizing treatment or for diagnosis
by inoculation of the 'patient; f
““(e)' saluitions’ and ‘suspensions ‘of insulin :
: v(q-dty:‘pi’e‘parsﬁé‘ns of insulin intended for therapeutic use;
| (g). preparations of the. posterior lobc of the pituitary bodv intended for use,
by, injection. except preparationis Which, after being sealed in the containers, have,
been sterilised by heat in a mannet Satisfactory to the licensing authority; and.
(h) any other preparations ih'a form to be administered parenterally except
preparations which, after being sealed in containers, have been sterilised by heat
in s manhet satisfactoty to the licénsing authority : gt
Provided that—(i) in the case of dry preparations of insulin the tests shall,
be applied with such modifications s the licens:ng authority considers appro-
priate; and (i) if & manufacturer satisfies the licensing auth«gr;ty thaf ]?0 has
already in use tests for the presence .of living aerobic or anaerobic bacteria in axy
of the abovenamed substances. and-that these tests, as applied by ‘mm.' will
detect the presence of such bacte! ia in the substance as ready for issue with a
dertainty at least equal to that afforded by, the application of the tests prus_crxbec'l
hy this Part, the licensing authority may approve the use of such tests in the
] ibed tosts. but in anch a case the authotity may at any time

place of the presert . :
withdraw such approval and reapire, the manufacturer io carry out the preseribed

tests.
115. Application of lests for sterility.—The tests shall be applied— !
(8) to samples taken from..each ‘batch of the substance before the operation

of filling and sedling the containers.in which it is to be issued has commenced ;

d e TR
(b) to the contents of sample containers when ready for issue.
116. Amount of samples.—The samples required to be taken under the last
preceding rule shi . be-taken in the following proportions:— -
(a) in the-case of samples taken form the bateb, the quantity taken shall be
not less than 0°1 per cent. of the total volume of the bateb if the volume is not
onore than 10 litres,, and, not less than 10 c.c. if the volume is 10 litres or more,
but shall in no-case be legs than 1 c.c.:
! Pi'bvidndT~thit!§§;&’-#lhar:timé,'when the test is made, the bateh is contained
in & number of bulk containers,. samples. in the foregoing proportions shall be
taken: from each of an ;'\bii]k containers and be separately tested; :
1 (b)-in the case E ntents of sample containers the number of econtainers
taken for tesf s’h : be“h’& less thafi’1 per cent. of the total number filled from
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f;hé batch if this number is not more than 1,000 ‘and"not less ‘than 10 ‘containers::
if the total number is more than 1,000. !

117. Method of preparing and using media.—(1) Thé ‘tests ‘shall'be madé on'*
fluid media, the quamtity of medium contained in each’tube or'other vessel used
in the test being such as to sccure that any phenolic ‘antiseptic present in-the
sample is diluted to less than 0'01 per cent.

When an antiseptic other than a phenolic antiseptic is used the dilution to be'
employed shall be that approved by the licensing authority.

! (2) In the case of a test for aerobic orgamisms the medium shall consist
either of & meat extract with the addition of 1 per cent- of peptone, or of such an
equivalent as can be prepared by the tryptic digestion of muscle or any other
medium approved by the licensing authority. After the final sterilisation the
hydrogen-ion concentration of the medium shall be between the limits represent-
ed by pH="7-2 and pH=7.8.

(8) In the case of a test for anaerobic organisms the medium shall consist
of a nutrient broth similar o that used in testing for aerobic organisms. with
the addition of heat coagulated muscle of ‘an amount sufficient to occupy a
dep@h_ of_not less than 1 centimetre at the bettom of the tube. After the final
sterilisation the hydrogen-ion concentration .of the medium shall be between
the limits represented by pH=7'2 and pH=7-8. Before the fest inoculation
the medium shall be heated to 100°C. for a period sufficient to free it- completely
from dissolved oxygen, and then be cooled to 87°C. or lower.

(4) The licensing authority may, at the request of any licensee, authorise
the use, for the test prescribed under either:sub-rule (2) or (3) of this rule,
of. any other specified medium or method of using a specified medium, .on
being satisfied that its use affords equal certainty in the detection of the pre-
sence of living aerobic or anaerobic organisms, as the case may be.

118. Mathod of testing.—(1) in the case of samples taken from the bateh
each sample shall be inoculated into tubes or other vessels containing the media,
one-half of the total volume of the sample being used for the aerobic and
one-half for the anaerobic test.

(2) In the case of the contents of sample containers the contents of each
container shall be subjected to the test for werobic and the test for ataerobic
organisms. When the volume in the containeris 27¢.c. or more, 1 ¢.c. shall ber
used for each test. When the volutne in the container 'is less than 2 c.c., the:
contents shall be divided into two approximately equal parts, one part ‘being
used for the aerobic and the other for the anaerobic test.

(8) The inoculated tubes shall be incubated at 87°C. for five days and he
examined after incubation, permanent records being kept of-the examination aof
each tube. i

119. (1) Tf at this examination no growth of micro-organisms is found;in any:
tube, the sample may be treated as having passed the test. ' :

(2) Tf at the examination a growth of miero-organisms is visible, further
samples mav be taken and the tests mav be repeated on the further samvles
so taken; but no container the contents of which form part of the bateh shall
be issued until such further samples have passed the test. The process’ of
taking samples from the batch for a test may, if necessary, be repeafed’ twice:

Provided that if the same organism is visible in more thar one test, the
bateh shall be treated as not sterile and the material contzined in the batch
shall not he issued or used as part of a further batch unless and until it has
been resterilised and has passed the tests.

120. Notwithstanding anything contained in the last preceding rule, in any
case where—

(a) a substance is required in an emergency by a registered medical practi-
tioner, but the licensee has no filled containers in stock: or

(b) a substance which in the opinion of the licensing authority is so unstable
in solution that the delay occasioned by the completing of the sterility test on
filled containers would render its issue in active form impossible, the licensee
may issue the substance from a batch which has already passed the tests for
sterility and freedom from abnormal toxicity, without completing the sterility
test on the filled containers. provided that he complies with the following
conditions : —

(i) the licensee shall before the issue take samples in the required propor-
tions from the containers into which the batch is-filled, and after the required
inoculation and incubation shall examine thé tubes every day for five days;

(i) if at any examination any growth is visible in any of the tubes, he shall
immediately notify the licensing authority- ¢

(iii) he shall keep available for inspection a record of all issues madd under
this rule containing such varticulars of the circumstances in which the issue is
made as the licensing authoritv mav require.

121. Test for freedom from abnormal towicity.—The following tests for
freedom from abnormal toxicity shall, in the case of each batch of serum, be
made by ths licensee or by some institution approvad by the licensing authoritv
for the purpose of carrying out the tests on his behalf:—

(a) a dose of 0'5 c.c. of the serum shall he iniected'suhcu’tanemxsl@yiﬂtd-n
normal mouse and the serum mav be treated as having passed ‘the %est for .
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" freedom from an excess of phendlic antiseptic if the injection does mot produce - - -
death or serious symptoms within seven days; and e
ve(b)a dose, of, notless than. 5,0,c. of the serum shall be injected subcutam-
eously lor intraperitoneally. into a_normal guineapig and the serum shall be treat-
ed as baving passed the test for freedom from other abnormal toxie constibtiénts "
if the injection does not produce death or serious symptoms within seven d4ys.”
122, Substances specified in Schadfglc C (1).—The following provisions shali
apply in the case of a substance specified in Schedule C (1):— 7

(a) The container shall comply with the requirements, if any, specified in
Schedule .

\ \

(b) There shall be printed or written in indelible ink on the label—(i) the
proper name of the substance; (ii) the number of the licence under which the
substance is manufactured or imported, preceded in the case of import licences
by the words ‘‘Import Licence'’; (iii) a batch number, that is to say, the
number by reference to which the prescribed tests and details of manufacture
of the particular batch from which the substance in the container is taken are
permanently recorded and available for inspection; (iv) when n test for potency
in units is required by these Rules, a statement of the potency in units defined
in terms of relation to the standard preparation specified in Schedule F.

() The substance shall conform with the standards of strength, quality and
purity specified in Schedule F and the tests for determining the strength, quality
and purity of the substance shall be those specified in Schedule F. I te

(d) 'The tests for determining the strength, qnnlit.y.and purity of a substance
specified in Schedule F shall be applied to samples taken from the final product
aftor each manufacturing process has heen completed. .

. (e) v?he substance should be stored in a cool place and away. from light.’
PART XI.—EXEMPTION

.
|

123, The drugs specified in Schedule K shall be exempted from the provisions
of Chapter IV of the Act and the rules made thereunder to the extent and sub-
ject to the conditions specified in that Schedule.

PART XIL.—StANDARDS

124. (1) The United States Pharmacopeia and the National Formulary of
the United States shall be deemed to be prescribed pharmacopeeias for the
purpose of the schedule to the Act. .

(2) For drugs for which no standards of identity, purity and ‘strength’ are
specified in the latest edition of the British Pharmacopceia but are specified
in the British Pharmaceutical Codex the standards shall he those given in the
British Pharmaceutical Codex. :

(8) For drugs for which no standards of identity, purity and strength are
specified in the latest edition of the British Pharmacopésia or in the British
Pharmaceutical Codex but are specified in the earlier editions of the British
Pharmacopeeia the standards of identity, purity and strength for these drugs
shall be those occurring ih the latest edition of the British Pharmacopeeie in
which they are given. -~

SCHEDULE A,
Form 1
[See rule 4]
Memorandum to the Oentral Drugs Laboratory

T send herewith, under the provisions of section 25 (4) of the Drugs Act, 19
of a drug purporﬁng.ﬂto be....... pr.o .......... sePeThs shmsy s ..(..?.‘.)......o. ...... gs.,l40,samp'l‘a(l)
{:rp;a‘::do;:zggmwdnqmmnn report of tho result of the test or analysis may bo
2. The distinguishing ber on the packet is.......

4. Matter on which opinion is required :—......
5. A fee of Re....ccvvvrennens +«sse.has been deposited in Court,

o Magistrate.

Date...... svaisasawes seredebvrontiveass

Form 2
L [See rule 6 ]
. Oertificate of test or analysis by the Central Drugs Laboralory

Certified that the samples, bearing number.................... , purporting to be a sample of
il n;ee:nd, on ...with memorandum No. -

> 4;};{\;‘! .:lln.
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2. The condition of the seals on the packel on i'eceibb was as follows :— '

*3, In the opinion of the undersigned the samiple l‘: :t'::dml Iqunlll qu:';wda:nodd.ln ﬂ:;
D

Act, 1040, and rules thereundor : o
the Drugs Act, 1940, and rules thereunder for the reason given below :

Director,
Uentral Drugs Laboratory, or other authorised officer.
Details of results of test or analysis with protocols of tests applied.
Director,
Central Drugs Laboratory, or other authorised officer
Form 3 -
[See rule 9]

Application for a certificate of rcgistration of a patent or proprietary medicine
1 hereby apply for a certificate of registration of the patent or proprietary medicine
described  below :—
(1) Name of medicine (as proposed to be printed on labels and wrappers).
(2) Trade mark (if any)
(3) Name of manufacturer.
(4) Address of manufacturer..
(5) Name and address of person applying for registration...
(6) Purposes for which medicine is to be used...
(7) Directions for use
(8) Proportion by volume of alcohol present....................... WACIEIRR LS S SR vt )

(9) If the medicine contains over 3 per cent. of alcohol by volume, name and quantity
gez fluid ounce of ingredients present which render the medicine unfit for use-as an alcoholi¢
everage.

2. I send herewith a sample of the medicine sufficient for test or analysis and copies of
the labels and wrappers intended to be used.

3. I enclose in a sealed cover the formula or list of ingredients with amounts prescut
© 4. A fee of rupees fifty is forwarded herewith.

Date............ R A T e e

Form 4
[See rile 9.]
Enclosure to application for a certificate of registration

I hereby certify that the following formula or list of ingredients of the patent or
proprietary medicine to be sold under the name of.. and manufac-

Ul 1 R e R e e e S S e S indicates correctly all potent or
poisonous substances tained therein together .with an approximate statement of the
composition of the medicine.
Formula
(Signed)....c.cciviciiuinslibinnnin
Dhaterisiiee, i

. Form 5
[See rule 16(1) |
Certificaie of registration of a patent or proprietary medicine.

............ having applied for a certificate of registration in ‘respect of the patent/proprie-
tary medicine marketed under the nmne of manufactured
oy. .and having deposited
with the Central Drugs Laboratory the formula of the said medicine in accordance with
the requirements of the Drugs Act, 1940, and the rules thoreunder, the said medicine has
b;en registered and allotted 9('.!10 registration number.............covecoiveioninned Bhial Ll day

Director,
Central Drugs Laboratory, or other authorised officer,

Form 6
[See rule 16(2) ]
Application for renewal of a certificate of registration of a mtan& or  proprietary moju:mc

- I hereby apply for remewal of the certificate of ‘registration of t,he atent /proprietar
medicine markeled under the name of . Ph wm{pregzter:z
and allotted the registration number..... day of Rt

(Signed)...............i. el torapens
G v b 5 ; !

Form
[See rule 16(3) ]
Certificate of remewal of registration of a patent or proprietary medicine. {

The certificate of registration in vespect of th
et t,h.i aqrn g gi esp! ! a,rc:nfn ct:"fgtent/propnetnry medicine marketed

Director,
¢ Central Drugs Laboratory, or other authorised officer
Date £ mE A0 e T

*If opinion is rvequired on a-,ny other mattes this paragraph, shonld be suitably amended. .

J
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; 2 mlEn—p
| [Beo rule 24]

Application for a licence to import Biological and other special products specified in Schedules
‘PIH T .. Qiand O (1) to the Drugs Rules, 19}5 ok

I/We. L.,
bstances specified below manufactured by

................................ =

.hereby apply for a licence to import

Names of dtugs o1 classes of drugs
Bicitiinvisile sxbslasdvamaipabtyss ot taninastossaviy ] herewith an undertaking
-signed- by or on behalf of the manufacturers as required by the Drugs Rules, 1945. :

Manufacturer's Agent.

T O e

s ) Foru 9
[Sce rule 24 ]
Form of undertaking to. acc Npany an pplication for an import licence :
Whereas.....,s.... : of +eeeointends to apply
for |a licence under the Drugs Rules, 1945, for the import into British India, of the
substances specified below manufactured by US, We,...oocoiioriisnsinnns OF cisbss venss macidetB oo

herdby give this undertaking that for the duration of the said licence—

1) the said applicant shall be our agent for the import of the substances into British
India; and as regards the products specified in Schedule C of the Drugs Rules, 1845, the
applicant shall be our sole agent for import into British India.

2) we shall comply with the dit imposed on a li by cl (a) to (e) of
4] 78 of the -Drugs Rules, 1945; .

3) we declare that we are carrying on the manufacture of the substances mentioned in
thig undertaki

ab the premises specified below, and we shall from time to time report any
* chahge of premises on which the manufacture will be carried on and in cases where manu-
. facture is carried on in more than one factory any change in the distribution of func-
tions between the factories; i
> -{4) we shall comply, with the provisions of Part IX of the Drugs Rules, 1945;
(5). every substance manufactured by us for import under licence into British India
as regards utra:gﬁh, quality and purity conform with the provisions of Chapter III
of the Drugs Act, 1040, and of the Drugs Rules, 1045;
IE)‘”‘ shall comply with such further requirements, if any, as ms{_ be specified by
madé by the Central Government under the Act and of which the liconsing authority
has given to the licensee not less than ‘four months’ notice.

List of substances

(Particulars of premises where mapufacture is carried on.
Signed by or on behalf of the manufacturer.

Date......... o e i

Form 10
‘[See rule 27 }
Licence to import biological and other special products apecified in Schedules O and C (1)
} to the gs Rules, 19)5
Number of licence...........ccoms.

. B30 (5 congessnrasesgFonshives soshsaednzsnsassovernssnssisss is /are hereby’ licensed to
“port into British India during the:period for which this licence is in force the substances
specified below manufactured by ...cveriiiiiiiiimiiiii. () B o rigidh -

2. This licence is subject to the conditions prescribed in the Drugs Rules, 1945, and
shall be in force for a period 'of two years from the date stated below unless it is‘sooner
suspended or cancelled under the said Rules.

Names of drugs or classes of drugs to which the licence applies :—

Licensing Authority.

Hlabe .............................
Form 11
TR [See rule 33 ]
" Dicénce to'import drugs for the purposes of ination, test or 1y
. T S SRR P S e R e is hereby licensed to

import from.......... 5 ecified below for purposes of
examination, test or A B e e or in such other place as the licensing
authority may from time to time authorize,

19“2). This licence is subject to the conditions prescribed in the rules under the Drugs Aot

3. This licence shall unless dsruviou-ly suspended or revoked be in force for a period
% one year from the date specified below :—
Names of drugs. Quantities which may be imported.

Ldcensing Authority.

Date....... e SR g IR
Form 12
148 Sl [See rule 34 ]
Application for licence to import drugs for purposes of ination, test or J:
[ idemt of...........ceeuen fnekeaty
hereby apply for a licence to import the drugs specificd below for the purposes of
tion at. from
onditions applicable to the licence.

Quantities

(STgnature)......ocoeiseeciacssmimidorressiens
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Form 13
[See rule 46 |
Certificate of test or analysis by Government Analyst under section 2 (1) of the Drugs
det, 1940
1. Name of Inspector from whom received.......
2. Serial No. and date of Inspector’s memor
3. Number of sample........
4. Date of receiptu........
5.
6.
it

Name of drug purporting to be contained in the sample....
Condition of seals on the package...........cciimiiniinn .
Result of test or analysis with protocols of tests applied..........c.cmiiiiiiiini g

is _of standard Quality as

In the opinion of the undersigned the sample referred to abover— o —r—rramra —qualiy
defined In the Drugs Act, 1940, and rules thereunder. {
i3 dofined Tn the Drufs Aot, 1040 and rules thereundor for the reasons glven below
R Government Analyst.............icien o
Date,
Form 14-A

[See rule 47 ]

Application from a purchaser for test or analysis of @ drug under Sectsun 2¢ of the Drugs
dct, 1940 :—- .

Full name and address of the applicant.

OCCUPALION..cciverresssrerannasssassarpasnssssassnsasnsasons, Sarhssek

Name of the drug purporting to be tained in the ple...i..

Name and full address of the pharmacy or concern where the drug:was purchased....... "
Date on which purchased.......coomiiiiinni supdinsdusutenses

Reasons why the drug is being submitted for test' o‘;- analysis......
. I hereby declare that the drug being submitted for test was purchased by or for me. I
farther declare that the sample ofg the druﬁ being sent for test or analysis is exactly as it was
purchased and has not been tampered with in any way to ‘reduce its potency.

HO O A oD

(Signed)...

Form 14-B
[See rule 47 ]
Certificate of test or analysis by Government Analyst under Section 26 of the Drugs Act, 1940

v

1. Name of person from whom ple received " Zruavora A S

2. Date of receipt.....e.cosssarcieeiasiiannresiass D
3. Name of drug purporting to be contained in the sample...

. Qpinion of the Government analyst-—The sample referred to above is/is not of stendard
quality as defined in the Drugs Act, 1940 and rules thereunder. i
i Government Analyat.

Form 16
[See rule 54 ]

Order under section 28 (c) of the Drugs Act, 1940, requiring a person mot to dispose of
stock in his possession

Whereas I have reason to believe that the stock of drugs in your possession detailed
below contravenes the provisions or section 18 of the Drugs Act, 1940; and whereas I have
reported tho facts to the District/Chief Presidency Magistrate and have been authorised
by him to take action under clause (c) of section 22 of the said Act;

.. T hereby require you not to dispose of the said stock for a period ofi........coiiiiibinns
days from this date

TREPLOLOR...ocoutoson vsssssapissassser
), TR Dy o

Details of stock of drugs

TRIPLOLON .. acvvverraonsrna cbaaessnen

bR TForu 16
[See rule 65 ]

Receipt for stock of drugs seized under section 22 (c) of the Drugs Act, 1940
The stock of drugs detailed below has this day been seized by me under the provisions
of clause (c) of soction 22 of the Drugs Adct. 1940, from the premises of...
G 0 sagokedannaitarans ashesnsaseonisnsinesss iUORLOD BE é

. Date....

Ly
i1
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oad Sl o “ Womw 17
sty ot [Beofule56]
= -~ Intimation to peﬂon from whom sample is taken
ot.l..u L}
I %VD ﬁhil day hken from the premises of
mn;; the drugs. specified below far the pnrposeu
DA, oo sl aossniiotaeitisies sovedss !
I Details 0} samples taken.
Date. 4
L Foum 18
i | ; [See rule 57 ]
4 Memorandum to Government Analyst
éemj DG O MO AUAINE . §u5 v e raes o i boat'sh asienss ssastbnan tan sy aonnnse vt shmatay oo b abas s anss Varblan .
Brom | '
To
The Government Analyst

The hgoxtlon of sample/container deacnbad below is sent herewith for test or analysis
under the provisions of clause (i) of sub (4) of section 23 of the Drugs Act, 1940.

The portion of sample/container has been marked by me with the following mark :—
_Dehﬂ}l_ of portion of sample or container with name of drug which it purports to con-

tain :—
! Inspector...... Fhosviekipphnonusieves "
AR ccpneb) iiiehninasiantonneipinnasasin
' Form 19
[See rule 59 ]
Application for a licence to sell, stock and exhibit for sale and distribute drugs
i Ij«‘YP'%"“: ............................................... o )i

; s other than _biologlcal _and
hsrdb‘_" Iy for & 'l‘mence to sell by retail/by wholesale drugs T
other [ucts B TR

«odiaT Tefitocs on the premises at.
*2. Tho sale of drugs will be under the personal supervision of....
(Name).... k ..(Qualification)
. (Npme).., 453 40sasntsrrenbhamensshassatyes anhﬂc&uon) ...... A S
3 Classes of producta to be sold

1'4 Pdrhouhu of storage accommodation for the storage of blologmal and other lpccul
ctson the p referred to above.

f Signature................

A ' Fomx 20
[See rule 61 (1) ]

La‘um:’a F» sell, stock and exhibit for sale and distribute drugs other than Inoloywul end
; i other apecial products

W (RS PR iR ..is hereby licensed to sell,
stock and exhlbm for ale md distribute on the plenmsea sxtusted U R R RO 0N
PR P R R ..druge other than biological and other special products specified
in Schedule C to the Dmgu Rules, 1945; subject, to the conditions sperified below and to
the provisions of the Drugs Act, 1940, and the rules thereunder.

2. This licence will be in force for two years from the date given below.

+43. Name(s) of qualified person(s) in 'eharge..........ccccevsrenisnninnsurosrmnssessersasnensossrnssenss

( ' Ltcmamg Authonty.

Oatbicicidesiionacionn

. Conditions of licence

1. This licence shall be displayed in a prominent place in a4 part of the premises open
to the public. .

2. The licensee shall comply with the provisions of the Drugs Act, 1940, and the rules >
vhereunder for the time being in force.

3. The licensee shall report fort,hmth to the licensing authority any change in the quali-
ﬁed staff incharge.

4.1No: drug in Schedule C (1) dmll be wld unless the precautions necessary for preserv:

mg \he of the 'hlvn been observed throughout the period during which
xthubnnmtho, ion of the I

. Form 2
[Bee rule 61 (2) ]
Licence to sell, stock and exhibit for sale and distribute, biological and other spetial
products specified in Schedule O

PR ) L oy ..ig hereby licensed to sell, stock and exhibit for sale

and’ dhmhute “on tha prammu ntuned Py P Y R e A S M O R SRS T
nhe biological and other special products upeclﬁed in Schedule o w the Drugs Rules, 1945,
subject to the conditions specified below and to the provisions of the Drugs Act, 1840,
and the rules thereunder.

2. This licence will be in force for two years from the date given below.

4. Particul of"","tobesold
1+4, Name(s) of qualified person(s) in charge...

PETTTTToTey IYTYTYOTP FETrrrIYr

Incemmg Authority.

O

.Date;

*To_be deleted if drugs will be sold only by wholesale.
fOnly required if products requiring cold storage are to be sold.
Nore~No licence i required for wholesale dealings in drugs not specified in Schedule C.

‘m:_‘:l'lf ‘the licence is required for wholesale dealings only delete and enter the word ‘“‘whole«
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1, This licence shall be displayed in a prominent place in a part of the premises open
to the public. d . . ; :
2. The licensee shall report forthwith to'the licensing authority any change in theX
eyl 11 b 1d unl the precautions ixece'jl’af
to which this licence applies shall be so ess the 1 :

tora‘p}:som-v%:;g th‘: properbies of the cgrln)wnta ‘have been observed' throughott “the periad”
during which it has been in the possession of the licensee. Y

Fonm 22
[See rule 67 ]
General Warranty under section 19 (8) of the Drugs dct, 1940

..being a person resident im British India,
& ..under the name of

f

"

.................................... ..t(and being an agent of...
do hercby give this warranty that the goods or classes of goods hereunder described as
sold by me, do not contravene in any way the provisions of section 18 of the Drugs Act,
1940.

(BN EdYsihisyrisniinsiaborraisssy
T R R (Y
List of goods or classes of goods
. e Y B S A
TForm 23
[See rule 67 ]
Specific Warranty under scetion 19 (3) of the Drugs Act, 1940
e B .being a resident of British Indiaj,carrying

on business at. under the name of . . sgens
t(and being an agent of.. ..), do hereby give this warranty
thit, the goods, hereunder specified und contained in the bill of sale, invoice, bill of lnding
orddthér documents describing the goods veferred to herein, do not contravene in any way
the provisions of section 18 of the Drugs Act, 1940. 5 )

y?

(Signed)..........=

Form 24
[See rule 697 ; {
Application for a licence to manufacture drugs  other than biological and other specidl
products

i O oo L i S R L R e s aesen
applynfor (renewal of) a licence to manufacture on' premises situated - at.
drugs other than drugs specified in Schedules € and € (1) to the Drugs Rules,

98, @luss of drugs to be MANULACITOM. i iciiiiirirnirireriesionserisiinirrneserenesnes teesesed Avsiusesrarinan

..hereby

;8. Numes, qualifications and technical experience of technical staffi to be e ‘lbynd in
the jdirection and supervision of manufacture and testing.

(Signaghn il LA n

. WNore.~—The upplication should be accompanied by a plan of the premises,

Form 25
[8ee rule 70 ]
Licence to manufacture drugs other than biological and special products |

. Number of licence and year of issue |

........................................................ is hereby licensed to manufacture drujgs othbt’ thih
drugs specified in Schedules C and C (1) to the Drugs Rules, 1945, at:ithe (premisesosituated
T P AP R under the direction and. supervision s6f the
Loﬁowing expert staff :— o

2. The licence authorises the sale by way pf wholesale dealing and storage for sale by
the licensee of the products manufactured under the licence, subject to the conditions
apolicable to licences for sale.

e i 1 ) !

3.' The licence shall he in force for a period of two years from the date of issue,

..... 4 The licence is subject to the conditions stated below and to such other conditions aa
may be specified in the rules for the time being in force unde-f*the Dtugs Act, 1840,

Stgnature............. ..

Designation..................

e R N
Conditions Lo T}

L "This liconce and any certificate of renewal in force shall be kept on the approved
grimxses and shall be produced at the request of an Inspector appointed under the. - Dupgs
by i foatpdgcs
2. Any change in the oxpert stuff named im tHe licence shall be forthwith répottec
the licensing authority. i i ?dxf’%d 8

i 1 e - 5 s 2 % e Ty o DAL R N ¥ S N T [ i
b tgxpit the words in brackets if the warranty is given by the manufacturer and, fot by an

Lis

Conditions af licence xR

p

tu

fo

,-,m(?ﬂﬁ‘..
T

Bt
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i /Rorat 26
[See rulos @ and 83 ]

oy inell 1y '\-ﬂ-“quf remewal of lieence to manufacture drugs A
ifled that the licence No.....,........ N1 gosesiiaiess granted on the............. g
b ac A drugs other than drugs speolﬂad:fn

!é.!‘ ‘ﬁa-i:rmnuhctum of the undermentioned drugs, beﬁng dfsug.
le 3

at the premises situated n.'x'....ﬁ.:;.l_.....

U (1) Drugs Rules, .945
ks D8 boen renewed for a period of two years from t,he.....;....‘y;:g .....
“Neémes of drugs (each substance to be separately specified). L
2. Names of arproved expert stafl i~ i}
l. . Signature Xevinenis,
2 TR SR e G ! &1
1 R PR e ! Designation.........eeerieeenin AN
B ik ’ TForn! 27 4 [
i [See rule 7F ] o I
Appligation, for grant or 7 val of a licence to f e biological and other Special
ey | Ciits, i products
R o, CTTY LRSS T i) S RUTAR) TIGTR QR bereby apply for (renewal
of)'a ligenes to manufactare 1 premises sittnated at.. N T s s san
the ‘unde ‘'dmigs, ‘being drugs specified in Se and C (1) to the Drugs
Rules)" 1945, e ! ~ i 21 0
Names of drugs L(é#:h,u’qbﬁhnce.to be separately specified).
. mes, ualifications and technical exborience of the expert stafi to be responsible
for the ma L??“?‘ P,f,,f#ﬂi#ﬂ of the ghovermentioned snhstances are as follows :— -

ready. for inspection 2
will bo'feady for inspection ofv.m......o..:

o7 oV TR B S g

Nore,—The application nhuli be accompanied by a plan of the premises,
W 1 4 sl

Form 28
[See rule 76 ]
Licence to manufacture biological and other special products
Number of licence and year of issue
is hereby licensed to
the following drugs,
1945 :—

Names of drugs :—

2. Natiod of - approved expert, spaff :—

‘ S T%'é it cé'iﬁﬁborf‘ﬂq'  th ,qd‘e by way of wholesale dealing and storage for sale by the
licensee of the products mmu&ay.urpd mndeyr the licence, subject to the conditions applicable
to licenges for sple. ‘

4. The } < will binbm lg; a period of two years from the date of issue
716 e 00 I8 ot to the cdﬁditio% stated below and to such other conditions as
may be specified in the Thles ‘for' the time Bélng in force under the Drugs Act, 1940.

Pate of issue............................, pespren reo
" . Conditions .
1. This licence and any ce: ificate of renewal in force shall be kept on the approved
memi:alel and shall be producea? at &‘a rééf\\fﬁmf an TInspector appointed under the Drugs
1 % L s N Ae quio.p
2. If the licenseo wishes to undertake during the cutrency of the licance the manufac.
ture of any drug cified in Schedule .C or C (1) not included above, he should apply to
I i Afor; pertisdiofi”to’ mamafacture the drug. This licence will he deemed

‘theiJicepsing | 3
7 X0 pq,thplen.t;he.!pggmulrotgny ﬂﬁn}% in respect of which such permission has been given.
3, Any uulngo in the expert staff shall be forthwith reported to the licensing authority,
s diiinth v e o BN 29
[See rule 89 7
Licence to mmuj)actuu drugs for purposes o ination, fest or L8t
LI L T G e taaiy i
is hereby licensed to manufacture the drugs spec elow for purposes of examination, ’te;t
or u‘:_’lvl;sjg Blrecs sadhsdonanbiinessipnsontbs & ) "

. weheibaiay

s 2. This licence is subject to the conditions prescribed in Part VITT of the Drugs Rules,
3. This licence shall be in force ';?’r ;dziq“:i’éar :fxom the date specified below,
B0y o "
: Nanés of Drugs

o« oY s oo bara drndy”

Licensing  Authority...qvesvon.,on., '
; _D"q't‘ﬂ...,..5.'..,.-0\“--00“5-"-.11. . e gt

2 Ioy an "y

‘o

4 fv?szﬁw Utkte Yo iamidashre ey
- re in { AT

TR o) e ! occupation.
-anufacture, bhy s specilied below for purpose of 64

fest 6 n: \ 0 SRS’ * P Fae < savs EdsEveyerme g s Sh e nbuneiinini, and I undertake to nomply with
€ conditiond” Spplicablefo: e fioence, ) :
Names of Drugs

o FMBture . N e
L T S :o*v sndandd Yo ook gn .

: &fi'fﬁ' '”‘ ted . only b.wmm;ﬂdg@gg pecified in Schedules O and C (1) to the

mineving ol
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SCHEDULE B
[Bee rules 7 and 48 ]
Fees for test or analysis by the Central Drugs Laboratory or the Government Analyst.

L—Pees jor Biological Assay and Oertifica- Ra,
tion, Bera and vacocines 1—
Ra, (i) Bera—
Digitalis powder . . . 24 (a) Dotermlmtinn of exact
Digitalis Tinoture . v . 24 . %
Strophanthin . ' . 24 (b) Datormmtmm thlﬁ
Stro thus Tinoturo . 24 sample is up to titre
Pituitary  (Posterior Lobe) specified . . 50
Extract . . 24 (ii) Vaccines :—
Adrenaline and prep tions of (a) Examination in which
Adprenaline . R s . 32 an animal test is em.
Tngulin . . . . . *32t040 ployed 50
Thyroid . 32 (b) Exammatlon in which
Sex gland prepmtlons t— an animal test is not
Ovarian employed . 25
Luteal . *32 to 64 (iii) Baur.onolog:oa.l tosts of
Orchis . mnfectsnta md anti-
Vitamin ;prapa.ratmnw— 45
Vitamin ‘ '] (iv) Teste for ste/nhty . 12
= w18 s0 04 | TL—Foss for, soominaton t:f:'.';':.;“"‘w,..:"ﬂ
tamin to. pharmacopo 8
At i D (Salmf“"l) biological assay is mecessary,
Sod e & Comapound Qualitative test only
Orﬁ‘moAmmo Rl B_,_ Complete qualitative and R
phenamine and s *40 to 64 quantitative tests . , .
Allied Products IIT.—~Fees for the determina-
Non.organic antimony oum. tion of the saponification value,
ounds . . . o 24 the acid value, the iodine value,
Toxicity tests for organic tho refractive index or the
Antimony Compounds and density of an oil or a fat. 10
other Compounds in experi. For each additional detar-
mental stage . . . 16 mination . 5

*The exact amount of fee will be determined in each case by the Director or the Govern-
ment Analyst, 88 the case may be.

SCHEDULE C

[See rules 28, 61 and 76 and Part X] ‘
Biological and special products

1. Sera. 8. Insulin, n

2. Bolution of serum proteins intended for 9. Pituitary (Posterior Lobe) Extract.
injection. and Solutions of Salts of

3. Vaccines. drenalim.

4, Toxins, 11. Penicillin.

5. Antigens, 12, Any other preparations in & !‘brm to be

6. Antitoxins, administered paren

1. Neo.nnphenunmn and analogous sub- 13, Sterilised surgical ligaturg nnd sterilised
stances used for the sy gical suture,
of infective diseases,

SCHEDULE C (1)
[See rules 28, 61 and 76]
Other special products
1. Preparations of the Digitalis group of drugs not in a form to 'be admi.
nistered parenterally. e o2

2. Ergot and its preparations not in a form to be administered parenterally.
8. Adrenaline preparations not in a form to be administered parenjﬁerally.
4, Fish liver oil,

5. Preparations containing any vitamins not in a form to be administered
parenterally.

6. Preparations containing liver extract not in a form to be admmlsteted
parenterally.

7. Preparations containing hormones not in a form to be" admmlstered
parenterally.

SCHEDULE D

[Bee rule 48]
Class of drugs Extent and conditions of exemption
1. Substances not intended All provisions of Chapter ITT of the Act and rules therounder
for medical use, subject to the condition that if the substance is imported in

bulk, the importer shall certify that the substance is import-
ed for non-medicinal uses, and if imported otherwise than in
bulk, each container shall bear a lahel indicating that the
is not i d for dicinal use or 18 intended
for some purposes other than medicinal use or is of commer-

cial quality.
2. Biological and other All provisions of Chapter ITT "of the Act and rules . ﬂ:oxpunder
spucml produots refen'ed subiect to the condition that each container . sH&Il bear a

to

in 8 d lnbel indicating that the substance is for veterinary use
to be used solely for ve- only.

terinary purposes,

%, Patent or proprietary All provisions of Chapter ITI of the Act and rules | ther>under

rmedicine intended to be subject to the condition that the description on ﬁ:e‘ label or

used solely for veterinary container shall indicate that tho medldﬁa is ﬁ?f.endgd for
purposos, administration to animals,

/Papr T—+8Eq
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b At e L BOMBEDULE E

[See rules 65 & 97)
i © alle. o Ligt of poisons !

¢ Alkyl acetanilides, | - : A

" i "Df- Jinr i ’
kaloids, the following; their splts, simple or complex:—
\ cetyldihydrocodeinone; its esters. Vot
conite; alkaloids: 'of| 1except substances containing less than 0-02 per cent.
‘alkaloids of aconite. | | ; f
" iApomorphiine, except substances containing less than 0'2 per- cent. ‘of
avortorpbine. !
{ hopim,"uxcept substances containing less than 0-15 per cent. of afiropine.

! lladonna; alkaloids of, except substances containing less than :0-15 per
“eenti! of the alkaloids of belladonna calculated as hyoseyamine. f

LG 5

cine, except substances con‘lﬁining less than 0'2 per cent. of brucine.:

’alabar bean, alkaloids of.
Joca, alkaloids of, except subsi}ances containing less than 0'1 per cent. of
alkaloids of coca. g *
( Lg,cﬁ.ﬁ;g,; except substances containing less then 0'1 per cent. of cocaine.

deine, except substances containing less than one per cent. of codeine
.Qolchicine, except substances containing less than 0'5 per cent. of colchicine.

e, ‘except substances containing less than 0-1 per cent. of eoniine.

bta.rnine,';axcept substances containing less than 0-2 per cent. of cotarnine.

iamorphine - (Diacetylmorphine “hydrochloride).
ydrocodeinone; its esters.

ihydroxycodeinone; its esters.

ihyd ;. its esters.

netine, except substances containing less than one per cent. of .eﬁg tine.
hedra, "llaloi !, except substances containing less than one. per cent.

. Brgot, alkaloids of. = b
A hﬂm&%m, except. substances containing less than 02 per’ cent. of
éthylmorphine’ - '
Gelsemium, alkaloids of, except substances containing less than; 0-1 per
cent, of the alkaloids of gelsemium. i v
Homatropine, except substances containing less than 015 per ceut. of
"Romatropine. $ifitens
Hyoscine, except substances containing less than 0°15 per cent. of hyoscine.
.+ Hyoscyamine, except substances containing less than 0-15 per cent. of
‘hyoseyamine.
Jeborandi, alkeloids of, except substances containing less than 05 per cent.
of the alkaloids of jabox:gyﬁi. )
""'Libelia, alkaloids of, except substances containing less than one per cent.
of the alkaloids of lobelin, ’
Morphine, except substances containing less than 02 per cent. of morphine
. calculated as anhydrous mc‘fpl:dqe. :

i e. =
‘1 Pdpaverine, excapt m&.’ﬂ&éﬁ containing less than one per cent..of pupa-
vering. A
Pomegranate, alkaloids of, except substances containing less than 05 per
venti,of the. alkaloids! of , pomegranate. !
Quebracho, alkaloids of. 4
Sabadilla, -alkaloids of;! exeept substances cdiitaining less than' one per
cent. of the alkaloids of sabadilla. N
< vgelmodn.gﬂuloﬂu»hoh?otherwise included in this List, except substances
containing-less than: 0-15-per cent. of solanaceous allkaloids  caleulafed os
+. hyosoyBIIn®ifn: i oy S oo
© ~Bthivesnore, alkiloids 'of, except ointments, lobions for external uss and
' - substatices conthining less thati 0:2 per cent. of the alkaloids.
oo ;

Py ',",m'*f"iéx%‘ substances containing less than 0-2 per cent. of

y ~CHl) yar e e i 1
‘Thebaine, except substances containing less than one per cent, of thebaine.
i 5% d;lﬁslm&a of, except substances containing less than one per cent.
o‘l’“ vera . .
himba, alkaloids of.
Ahylisopmpylacebylursa. : :
Amidopyrine; its salts. l . g
n v sAminoZaleohols; - estérified “wi%&bsnzoic acid, phenylacetic acid, phenyl-
propionic acid, einnamic acid or ‘the’ derivatives of these acids, except in sub.
stances containing less than ten per cent. of esterified amino-ajeohols.

»




'ﬁii?s‘ £ o)

THE GAZETTE OF INDIA, DECEMBER 22, 1945

« it weight, of hydrochlorie acid.

Ammonis, except substances containing less then 5 per cent. weight»ﬁ*
weight, of ammonia.

Amphetamine (bstn-ammopropylbenzene). ite salts, its N-alkyl derivnﬁub
their salts, bete- ammo-lso-propylbenzene its salts, its. N ;dmwz
salts, except when present in inhalers provided thet the poison }ﬂ in
inert solid material within the inhaler.

Amyl nitrite.

Antimony, chlorides of; oxides of snt:mtmy' sulphides of a.nttmm mnﬂ i
monates: antimonites; organic compounds of antimony. Prepariitions iof
antimony; except substances containing less than the equivalent of 'one apm‘hent
of antimony trioxide. e

Arsenie, halides of; oxides of arsenic; su}.phulea of arsenic; arsm: rse-
nites; aceto-arsenites; thioarsenates; organic compounds of arsemic. :Prepara-
tions of arsenic, except substances containing less than the equivalent of'0'01:per
cent. of arsenic trioxide.

Barbituric acid, its salt; derivatives of barbituric acid; their salts; compounds
of barbituric acid, its salts, its derivatives, their salts with any other mhlﬁmue

Barium, salts of, other than barium sulphate.

Butylchloral hydrate. s

Cannabis (the dried flowering or fruiting tops and leaves of Cannabis sativa
Tinn); the resin of cannabis, extracts of cannabis; tinctures of cannabis} eannabin
tannate,

Cantharidates, except substances contaimng less than the eqmvalemro{\l) 01
per cent. of cantharidin.

Cantharidin, except substances containing less than 0-01 per oeut of
cantharidin. i

Chloral formamide. ‘
Chloral hydrate.
Chloroform, except substances containing less than 10 per cent, »Qf bblorr\

form.
‘Creosote from wood.
Croton, oil and seeds of.
Datura, seeds and leaves of: preparations of datura, exceph subgtances con-
taining less than 0-15 per cent. of the alkaloids of datuxs calenlated: mhgwnige
Dmminodxphenylsulphone its salts and derivatives.
1)1 is, glycosides of, except substances mﬁammg less, m mﬁ of
n.cthty as defined in the British Pharmacopoeia) in two grammes: Wmﬁ,m
stance.

Dinittocresols; dinitronaphthols; dinitrophenols; dinitrothympls.’ L

Elaterin.
Frgot (the sclerotia of any species of Claviceps); extracts of Etmﬁ., ﬁugkum

')f FEir,
Fh%ﬂtvl tetranitrate.
TPorméldehyde, except substances containing less than 5 per cent. lege-
hyde
‘oo Migeeryl trinitrate (nitroglveerine)
Guanidines, the following; polymethylene diguanidines, dipara-an etyl
. ooy digu para-acisyiphpn

Hydrochloric acid, except substances contalning less thsn 9 per 99);;’;.‘ welght

Hydrocyanic acid, except subsfances contaming less than 0'1. pm«omt of
hvdrpcvqmc acid (HON); cyanides, except substances containing, less, than the
““equivalént of 0-1 per cent. weight in weighf. of hydrocyanic acid (HCN); .&)ﬂblp
;'vnn,ldes of mercury and zine.
?ﬁvdxl';)ﬂuone acid; potassium fluoride; sodium' fluoride; sodium: %ﬂiboﬂdﬁﬂ!e,
nsulin
T.ead acetates; compounds of lead with: lcidu» from fixed oils. t
Mannityl Hexanitrate. ]

: Merourie chloride or mercuric ammonium ch]ondes except substanees con-
) ‘taining lgss than one per cent. of mercurie chloride; mercurie: iompt

P

snbstances containing less than two per cent. of mercuric iodide}
mereury, excepf substances confaining less than the eguivalent. of Three per
Teent. weight in weight, of mercury (Hg.): potassio-mereurie dodides; p5
substances contmnmg less than the equivalent of one per cent, qﬁ urie
*iodide: organic compounds of mercury, excep'b substances con .$han
the equivalent of 0-2 per cent.., weight in Welghb of mercury (Hg. mgtcurle
oxyqvgmides; oxides of mercury.
Nitrie acid. excent substances conf'nnin less than
weight, of nitric acid. i i h Qem’ we&w o
Nitrobenzene.
Nitrophenols, ortho, meta or para. | ' fi [

Nux Vomica, seeds of; preparations of
) | nux 'vmldau.. exce hmbshn eon-
tmning"less than 0°2 per cent. of the alkaleids of pux: vmz 0 “‘ H i

Owlgtﬁavm ifide AL ,‘ 'h

-
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;. dts salts, =~

Ougbd s ! Sl
! -‘1 c acid; metallic oxalates other than potassium quadroxalate. |
Oxycinchoninic acid, derivatives o;; their salts; their esters. AN Y

. Panlg sxﬁinolﬁ)e'ﬁzéne-siﬂf)fb%ﬁﬁi&él;'its salts, derivates of pura-umino-benséne
sulphiotranide Having any of the kydrogen atoms of the para-amino group'or of
the sulphamido group substituted by another radical; their salts. b
3-ating“Henzoic acid ; esters -oﬁtheir salts.

. ol b odds

dirfs “Flydrochloride. ; ! "

is
ber iby ;ome. atom .of .cavbon .and! two atoms of hydrogen. ;
Acinehoninic acid, salicyl-cinehoninic acid; their salts ; their esters.

enylethylhiydantoin ; its salts; its acyl derivatives; their salts.

o 140id; ouspt substanees- containin

tary gland, the active principles of.

ssium hiydroxide, except sibstances containing less than 12 per cent.,
weight lin weight, of potassium hydroxide.

i hydroxide, except substanees containing less than 12 per cent., weiglt

€.
i »allgyl .sulphonals. : ;
ic, apid, .except substances containing less than 9 per cent.,. weight

Y uric acid. .
nanthus; . glycosides . of .strophanthus. 43 R
arenal gland, the active principles of; their salts. el L

d "
HW@B_ of; their salts. i

y {.‘%%"”‘“

- “ g
SGHEDULE F
- [Bee rtle 78 and Part X
"PART I—Vacomes 9
* (@;quy.;gxqgg APPLICABLE TO THE PRODUCTION OF BACTERIAL VAGCINES
3 hwgw This, .’E’m of this Schedule applies to bacterial vaccines
made , from ;any. micro-oxganism. pathogenic to man or other animal and: o
vaccines made from other micro-organisms which have any antigenic value.

Cy AR For, the purpeses of this. Part of .this Schedule a bacterial vaccine megans
2 slenile) suspension of - killed (culture of the micro-organism from which the
vacuine idouives. its name.or: a)sberile jextract or derivative of a microso nism
which; hps beenprepaned from a;genuine culture of the micro-organism. v e

2. Staff of kstablishment.—The establishment where vaccines are ‘preparsd

Iuat be: under; tbe;mmpl&apdimﬁm.and control of a competent expérs in
bacteriology, _Mhn;:mnuhlm%bﬁlstaﬁ adequate for carrying out.the-tesss
1og uired, during the Pprepaxation: of vacemes and in  connection .with. the
timsied | products.. wr il 1
o8 ProperiN ame ~Lhe (proper-name-of any vaccine shull be the name of the
mum-mmm-a% made, .followed by the word '‘vaceine’’ ‘unless
this S-hehlex'-o&bmmpoi"hwor, “if there is no special provision in ‘this
&!M%;.m other; neme s approved by. the licensing authority : Provided

at, in the case. of the under-mentioned preparations the Proper name of the

VA0 RGN, 8P AOUONR i Lo :

“wiAntissholumoansninss oot it Anti-plague vaccine;
Anti-typhoid ivaqeine: |« [ac. Anti-dysentery vaccine;
St oo didn Sy eid gi 1., Whooping cough vaccine,
Antityphoidsperatizphoid {Beiah.) Vuccine;

L IR MG PAEREYROA & Qi) Vaccine
! h','qg'.'u 3?&*@?3 and Cholers ~

o 1-4_; W&;@qﬁpamﬁon ol vaccines must, b A it
manipulated into a vaccine, be thoroughly tested for identity b;r 't\heef ﬁm

,80gep: w ﬂ%’l‘b ;,tp,,th?,,‘ppﬁpular micro-organism. The errnanent
xgm vhich the e 18 required. to keep shall include a record of ihe ori:ﬁll;
properiiss 4o i of e oot '
g Ao P ,,w.‘ v i bal s 3 L
Combined } 68 vAccines may be issued either singly or combined: in
oport 8.game container, .In the case of combinations of waecines

sloherdas ald

tances con iing less than 02 per cenb. of ﬁ “”
g i !

e e

“that is, any member of ‘the series of phenols of which &e-’}irst‘“
phenol and of which the molecular composition varies from rmiertser

ente «diamines; toluene diamines; other alkylated benzene diamines, -

g less than 5 per cent. Picric -adid:
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' & name 10r Ghe comibined vacclue Mmay be submitted by the licensee to- thellicen-
sing authority, and, it approved, may be used as the proper name of the vaccine..
6. Labelling.—(1) Lhe label on the container shall indicate the eorqgasmon
of the vaccine by reference either:—
(=) to the number of micro-organisms per c. c.; or
(b) to tne weight ot dried substance ol micro- orga.msms per ¢. c.; or

(¢) to the number of micro- uwamsms or welght of dried substa.nce of nm.ro-
crgamsms used wn preparing 1 ¢. ¢. of the onished product. ‘

in the case or & combmea vaccine the relerence to the number of xicro-
organisms per ¢. ¢. or w the weight of dried substance of micro-organism ghall

' distinguish between she several kinds of contributing micro-organisms.

(%) It the vaccine as 1ssued for sale is combmea with any substance otner
than a simple alluent, the exact nature and strength of sucn substance must
be stated on uvhe label.

-

7. Tests.—in tne cuse of any vuccine prepared from a micro-organism which
does not grow readuy 1 ordinury culture wmedia each batch of vhe vaccine shall,
i addition wo belng submitted 10 tae general tests for steriivy presgribed in
vhe Hules uuuacr the Act, be tested either in u simuar munuer on media which are
specially favourable to the growth of the particular micro-organism, from which
the vaceine was prepared or by mjection muo an animal of a species knowa to be
susceptible to infecuon by the particular organism, and no material from Bny
batch shall be issued unless the batch has passed one of these tests.

 Paxs I~Bmocn s
S

(L3) PROVISIONS APPLICABLE 10 THE PRODUCTION OF VACCINE LympH (VAGOINIA
Vaccing)

1. Defouition and FProper Name.—Vaccine Lymph is a preparation off the
vageinal magerial obtained from the vesicles produced on the skin of healthy
vnimals by inoculation of vaccinia virus. lts proper name is ' Vaccine Liymph'’.

2. Staff of Mstablishinent.—1lhe establishment i whith vaccine lymph' is
prepared. must be under the complete direction and control of a '‘compatent
expert, who must be assisted by a stait adequate for carrying out the operations
and tests required during the preparauon of the vaccine lympn and 1 conneg¢tion
with the fimished product.

6. Condition and Housing of Animals.—(1) The animals used in the prdduc-
uion of yaccine lymph must be housed in hygienic conditions i Rzemes datm-
factory for this purpose.

(4) Only healthy animals may be used in the producmon of vaccine lymph
haon animal intended to be used as a source of vaccine lymph must, before

being passed for the production of vaccine lymph, be subjected to a period of

observation m quarantine for at least seven days. During the period of guaran- !
tne the anmal must remain free from a0y sign of disease and must be I
vaoroughly cleaned and groomed. k

4. Hrecautions to be observed in Preparation.—(1) A special room, with im- i
pervious walls and Hoor, which can be washed and, when necessary, chemically
wsiniected, must be provided for the inoculation of the animals and the colle(.- b
uon of the vaccinal material.

(2) Lhe iuoculation shall be made on such parts of the animal as dre mot 8i
liable to be soiled by the passage of faeces. The surface used for imoculation 8¢
shall be shaved and so cleaned as to procure the nearest possible approach to
usepsis. rrior to the collection of vaccinal- material the inoculated area of the
skin shall be cleaned in a similar fashion. ;l

(8) (a) hnmediately before the vaccinal material is collected, the a.mmal lshall
be killed. Subsequently a thorough post-mortem examination -of the' carcase of
shall be made by a qualified expert. A complete record of each such examinu- e
tion shall be kept, and shall be open to inspection by or on behalf of the licensing ik
auvhority at any time. If the examination reveals any condition which indicates
or suggests vhat the animal was suffering from any communicable. disease (other :
than vaceinia) the lymph obtained from that animal shall not be issued; or Z"

\0) When post-mortem examination is not carried out each animal shall be hl(;
kept under observation for & period of at least forty eight hours after collection
of lymph. If during this period the examination reveals any conditions which y
indicate or suggest that the animal is suffering from any infection otherthan :hm
vaccinia the lymph obgained from that animal shall not be issued. . i 1| of:u

(4) All instruments and appliances used in the production of vaccine LTmph par
shall be previously subjected to an effective, process of sterilisation. tam

(5) Laboratories in which vaccinal material, after removal from' the ma,
is being manutactured into lymph must be housed in abuilding separated from sub;
stables or animal houses by a reasonable distance. Such laboratories muss have ©
.impervious walls and floors and must be capable of being readily dmlnfeeted when (),
necessary. i)

(6) All processes concerned with the manufacture of vaccine, lymph must be 1
carried out with thorough aseptic precautions. alls

(7) All vaccinal material must be subjected after collectmn. to such tre&fc- Living
ment with glycerol or other partial disinféctants as will bring ‘the’ oontéht ol
bacteria and other extraneous micro-organisms ‘of the lymph within® the’ T
prescribed in paragraph 7 of this part of this Schedule. " othar
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(8) W%en:.the procedures nmséury to bring the content of bacteria and

ip | extraneols \micro-organisms (within the prescribed limit have heen com

o the ‘vmﬁfe lymph shall be lkept continuously in cold storage, ab.a terapere. |
elow, 010z, until it is withdrawn to be filled into containers for issue afber

process the filled containers shall immediately be returned to cold storage

d [kept continuously at a temperature below 0°C., until required for issue:

ovided that;itrshall be pen;.niqsib}e to remove vaccine lymph from.one such

store to another, if adequate gl;ecautions are taken during such remova! to

gusrd aghiet deterioration. :
“U{)“i;t_l‘i;ﬁa}l"‘a,..—Vaccine lymph I&wr issue shall be introduced either
@) into previously sterilised capillary glass tubes by a method excluding
sofbacteria. . The tubes shall then be hermetically sealed at each end.
eH| tube shall contain a quantity jof vaccine lymph suitable for the effecsive
imation: of ‘'one human subject, or 1
(1) into tubes or'containers of large dimensions which have been sterilised
re the introduction of the lymph and sealed so as to preclude the access. ot

61 Liabellingl-<(1) The label on:the container or a label or wrapper  affixed
toithe package to-which the containerlis issued for sale shall bear a statement fhat
thesylotency.of the vaccine lymph cdnnot be assured for more than seven days
from |the ddte of completion of manufacture, unless the lymph is kept eontinu-
ously| 8t a temperature below 10°C. when the potency can be assured for:four-
teen days ;, Provided that it shall be permissible to state that if the lymph is
hﬁi pontinuously below 0°C. the potency can be assured for at least six months,
113 v, the purpose of Rule 109 (3) (b) the date on which the manufacture
batch, is, completed shall be the date on which the vaccine lymph is
e ,{Qp;,,iqgue;.from cold, storage :after having been kept continuously at a
arature; below 0°C. since the date of filling into containers for issue.

-ﬁ‘?ih‘h for' Purity.—(1) The vacecinal material shall be exposed to the wcetion
serol or other partial disinfectant under suitable conditions of temperiture
made by means of plate cultures have shown that the fotal mumber
'ba #or other ‘extrafieous micro-organisms has been reduced to mot
611920/ in 1 milligram, or 20,000 in 1 c. c. of the vaccine lymph. ~The'
these tests shall b rédorded and the records kept for inspection.’ The.
ationi of the content of the livine micro-organisms in the vaceine lyraph
5 inya manner dgpproved:bv the licensing authority and the erumera-
colonies shall be made after incubation for two davs at approxiraately
87°C, ?axt,d; then for at least three days at approximately 20°C. |
1 (2) HB. anthracis: is found to be present the batch of lymph shall be rejected
forthwith, and-if BB. cali or any other pathogen is found which may prove harmful
if i uced: into-the: body by 'the process of vaccination the lymph must be:
‘ cold storage fill an examination of at least 10 milligrams of 0-01 e.ci'’!
of the/lymph fails to reveal its presence.

/ (8) When the prescribed” rédjﬁgq‘b‘ioﬂ in the number of living micro-organisms
hds-;bél::én, effectied, the ‘bateh of accine lymph may be issued if—

() tests carried out in a manner approved by the licensing authoritiyi on a
sampl% of not less than 0-1 per cent, of the batch have failed to reveal the pre-
sence 'of Cl. tetani; and il

(b)h‘aests carried out afterithé process of purification has been completed on
a sample of not less. than 10, milligrams or 0-01 c.c. have failed to reveal the
presence of beta haemolytic streptococei. , )

8. Tosts for potency.—(1) Each batch of vaccine lymph, after the process
of purification has been completed, shall be tested for potency so as to ensure
its"ylétf&ﬂy" at the time of issue. These tests shall be applied not more than
three’ months before the batch' of'lymph is finally issued.

E)‘Fbif the 'purpose of 'i;‘ test for potency a dilution shall be prepared by
mixing 1' volume ot the lymph with 1,000 volunies of physiological saline golu-
tion, or other suitable diluent. The dilution shall be used for the test without
filtration.” - ' g

s PR+ o8 A4 1AM ), e ‘

_(8) This dilution of the vaccine lymph shall be tested by application to the
suitably prépured 'skin'of é‘ré’ﬁbit and the bateh of vaccine lymph from whieh
the dilution was prepared shall not be issued unless the lesions characteristic
ofirvacéinia vdre oprodiiced 'in @' suseeptible animal. For the purpose of cum-
perison’ a bitnilar: dilution ‘of & Iymph' ot known potency shall be applied simaul-
taneously torthe Ekin of the same animal: Provided that the licensing authorisy
may s&pprove an.y_othe;-ﬁﬁﬂof“comparative test for potency which may be
submitted ;tothe. licensing authority for approval.

(915 APT
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1;3"4:9 THE, PRODUCTION OF VACCINES CONTAINING LIVING
SES, 'OfL o POTENTTALLY INFECTIVE AGENTS, OTHER!THAN -
o
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- Ev stﬁ_n&'noe other than Vaceine Lymph (Vaccinia) containing; or:

alleged 'to contain . bacteria, or yirus or other potentially infective agent in:the

hvgg s A b O "'},"‘e;ﬂe 3 1?; such manner as the licensing authority shall

"! s }b} ﬁhqllpurpoﬂe of determining— ETEIRIeTY

.;qpﬁﬁa”_”_p;‘]iving condition the bacteria, virus) or«!

e .‘qsn*s, whieh it is alleged to contain;




PTHE GAZETTI OF INDIA, DECEMBER 92, 1945

<o T 3 e WS et

Lit(b)sthat its administration is free from danger; ¢ Thuatd g,
(¢) that it is free from living organisms.other than those which it is. alleged:
to'centain. : i I )
" '2. The proper name of such a substance’ shall be that which the licensing
authority, ih each particular case, shall approve in writing. : %

{

(D) 'ProvISIONS APPLICABLE TO THE PRODUCTION OF CARBOLISED ANTI-RABIC VAOM'

1. Definition and proper mame.—Carbolised anti-rabic vaccine is a sterile
suspension of the brain substance of rabbits or sheep or other suitable animals
which have died, or been killed when moribund by the administration of un
anitesthetic, or other suitable method, after showing characteristic symptoms
following subdural inoculation of rabies. fixed virus in the form of a suspension
of ‘orain 'substance of rabbits in which the fixed virus strain has been maintained.
The virus in the brain suspension shull have been ‘inactivated by the addition of
phenol. Its proper name is ‘‘Carbolised anti:rabic vaccine”. °

© 2. Strainof fized Rabics Virus to be used:i—The strain of fixéd Rabies Virus

to be used in the prepuration shall be one approved by the Licensing Authority.

3. Staff of Hstablishment,—The establishment in’ which carbolised anti-rabic
vaceine is prepared must be under the complete direction and control of & com-
petent expert who must be assisted by a statf adequate for earrying out the tests
required during the preparation of the vaccine and in connection with the firiished *
product. ' i

4. Condition and Housing of Animals.—(1) The animals used in the produc-
tion of carbolised anti-rabic vaccine must be ddequately and healthily housed.

(2)‘Only healthy animals may be used in the production of carbolised anti;
rabic védcine. Kach animal intended to be used as the source of carbolised ‘anti-
rabic” vatcine raust, before being passed for the production of carbolised 'anfi-
rabic vaccing, be subjected to a period of observation in quarantine for at least
five days. During the period of quarantine the animal must remain free from
any sign of disease.

5. Precautions to be observed in preparation.—(1) A special room, with im-
pervious walls and floor, which can be washed and, when necessary, chemically
disinfected must be provided for the inoculation of animals and the removal of
braivs used in the maintenance of the Fixed Virus Strain and the manufacturs.-
of reaxbolised anti-rabic vacecine. ¢ aatisf

(2)The inoculation of animals and the removal of their brains must be carried’
out with full aseptic precautions. ' . _ b e

(8) Tests for bacterial sterility of brains of animals used for the maintenance
of the Pixed Virus Strain for the preparation of carbolised anti-rabic vaccine must
be carried out at the time of their removal and any brain material found to show’
baeterial contamination must not be employed in the manufacture of the vadsine. i
The sterility tests to be employed shall be those laid down in Rules 114 to 119." !

6. Records.—The licensee shall maintain permanent records of the origin, ‘'
properties, and characteristics of the Fixed Rabies Virus Strain and of the: serial
passages made for its maintenance. Records shall be maintained of each animal
passage made for the manufacture of the carbolised anti-rabic vaccine and of the
menipulation of the brain material used. ; '

7.1 Dabelling.—The label on the container shall indicate the percentage'or
brain substence present in the vaceine. ;

8.1 Jssue.—Carbolised Anti-rabic Vaccine shall not be issued earlier ‘than'10
days from the date of addition of phenol to the brain suspension. A test ‘for
presence of phenol must be made before issue. ! i

(E) ProvisioNs APPLICABLE To TEranxus Toxolp i
1, Definition and proper name.—Tetanus Toxoid is tetanus toxin (the 'ti;egjlq :
filfrate from u culture on nutrient broth of Clostridium Tetani) the. speeific.,
toxicity of which has been completely removed by the action ‘0 chemie:
substdnces in such a manner that it retains efficient properties as ‘an immunising
antigen.” Its proper name is ‘‘Tetanus Toxoid’’. .
"2."Ldbelling.—The label on the container shall indicate the dose, or ionés', :
appropriate for administration at one injection to a human subject, i St

‘8. Tests.—Tetanus Toxoid shall be submitted to the following tests, and it
|

_shall not be issued unless it passes all of the tests:

(ia)'?‘ests for sterility.—Tetanus Toxoid shall be submitted. to the tests for
sterilifyy as required under Part X of the Rules, and in addition, itsshall be tested,
on 'm‘egilaf and under conditions approved by the. licensing authority as being,..
specially favourable for the growth of Closttidium Tetani. ¥

(b) Tests to determine that the specific towicity of the towin used in itJ'\pro--
paration has been completely removed.—5 c.c. of the tetanus toxoid shgllibe
injectéd inbo each of not less than five normal guinea-pigs, each weighing{kom :
250't6'850 grammes. If this injection produces any symptom of. tetanus. in, any
of the animals injected within 21 days of injection the tetanus toxoid shall be
held noti'to have passed the test. , 5 )

(¢) Tests for potency as an immunising, antigen.—The tests,shall- be
out'on tiot less than nine normal guinen.-p&gs, each weighing, from, 250 ;1
grammes. Each guinea-pig shall receive bq' injection the tetanus toxoid, -
insa dose'of 5 ¢.c. on one occasion, or in two'doses each of 01 ¢.c. on each, ¢
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ns awwhyt an interval 6f not more than four weeks. It shall be
L clude in the test guinea-pigs injected by either of rh?ae two
“Bhaﬂ the %%l‘n r so included is not less than nine:
‘Bix weeks aftér the single injection hereinbefore preaﬁf'ﬁb‘larl
they 18 "recexved ﬂie two in]éctmus, hereinbefore prescribed, at 'a Tate
ffter than’ two weeks atter bhy second injection, the tetanus antitoxin presauﬁ
the i'uni' “of each gumes.-plg s{all '!:fe determincd.

in/

T the serum of each of two-thirds or more of the guinea-pigs tested oantwm
0:1 intie ahons.l umt or more of tetanus antitoxin per c.c. of serum, on alter-
natively, if the ‘serum of each of one-third or inore of the guinea-pigs tested
conthing 1 mterﬂﬂhonal unit or more of tetanus antitoxin per c.c. of serum, the

'l.‘HAN SIMPLE BOLUTION

"‘3'._."' 'roper name.—THhe proper namg of any form of totanus toxoid other than
that'"o im;SIe solution shall be ‘“Tetanus Toxoid” together with a phrase, indi-
cdting: the nature of the additional pro ess to which it has been subjected, e.g.,

"'ﬁs antis 'Toxoxd Alum Precipitated,”’ “Alum precipitated Tatanus Toxoid"’.
’ bellmg 1—'1.‘he label on the. aontamer shall indicate the dose, or doses.

ate for admmlstratmn at one. m]ectxon to a human eub)ect

a nﬁmple solution, such as. 'Alum precipitated Tetanus Toxoid; the
tM uﬁ {toxeid from which such forms are prepared shall be submitted tc, and’
the tests for sterility and for absence of specific toxicity hereinbéfore

hr : The p:bﬂhat‘ after precipitation or other process used for its final prepsra-

tionsshiall again;ba stubjected to the sterility tests hereinbefore prescribed, with

s;ch modifications as the nature of the product may require to make the test

effeetivay . 10 uis

a.ﬂter the ‘precipitation or other process used for its final
ation, llhm’dfshwacﬁed tio the tests for absence of specific toxicity and for

potency | ag in immumisifig antigen’ hereinbefore prescribed, with the modification

thatobheidoseihjeetetd in the test for absence of specific toxicity and in the test
!f;l‘ ey !!‘M§M1hﬁxsm21 antigen when a single dose is administered, shall
he o' @ 7 avidoya )

PA.R’f n ::Il‘oims AND ANTIGENS

(At)mwmom mnromnm TO THE REAGENTS USED IN THE ScHick TEST FOR THE
? MAmms:s OF SUSCEPTIRILITY TO DIPHTHERIA
om mo«per. r‘i"'mac ~—-(1) The reagents used in the Schick test-
Inc Control. Their proper names respectively:
are est T in’ and "Sc lck ‘Control”.
(?)" hmk Te# P.t'pxm is, s,te;:lle filtrate from a culture on nutrientbroth
“ﬁc _organism of :.D),g grxq, (pomnebavtonum diphtheriac). Tt may be
lss"q ?:'e er— il ,
cﬁa .und.lluted .qccompamedoby, .conta.mcr in the same box or carton holdmg
su of sferile salinessolution as, when mixed with the accompanying
quan.txty of e undiluted. toxin, willimake a dilution of the strength proper:for
uge; the test. , The. proper nme-oi sthe substance in this form is ‘‘Schick Tes
Toxin (,updylufed\ % or iy Jant ey ol
(b) alkeady diluted with an appropriate saline solution to the strength proper
for use in the test. The Proper name of the substance in this form is ‘‘Schick
Test Toxir (dﬂwdd‘!dr*uhe) e
(8) Schick Control is prepa.red from the same batch of Schick Toxin as that
withwhich it is, usuufnvade,uhy?dastroymg the specific toxicity. This is effected
by heating the toxin in such & manner as to keep it at a temperature nov lower
thar' 70°@: for a fime not’ hhutu ‘than five minutes. Schick Control is issued
;1}1\ a*edsiutmn not ‘weaker than’thatin which the corresponding toxin is used in
e tes

(4) The dﬂutlog of Schick Toxin:proper for the test is that in which 02 z c,
gilyrrgd

cop'tagn;(n EILDE J:'Hdl !
or,, ] wbestndose of Schick Toxin for the purpose of the
foregoing prommon sh 'be mmd by the following.tests : —

Fz )};yn ion.-into normal guinea-pigs in mixtures with
ent proporﬁons amtitoxin. Ono fest dose mixed with 1/750th
or more ust canse .no local reaction, but mixed with

q m.usl cause a definite local reaction of the
ve ohmf reaction’’;

,.ﬁnmﬁnon into-morinal guinea-pigs, without admixture
oip ‘d’t&em]:é:luirdose must not cause, and 1/25th of one test
HU aaﬂ&ﬂm nﬁmtm of the type known as the ‘‘positive
sw "3" *“'M. g ” ey

3¢ Application om m:t—qnlﬂs“lw shall apply to Schick Toxin (diluted_
foridise)«as theingya isubstance o tnstable in solution that the delay occasioned’
byx&ﬁmwmm filled containers prescribed by the Rules,
wuma.rmdmihw invdetive fotmi“impossible.
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f ~(B) PROVISIONS APPLICABLE T0 DIPHTHERIA® PROPHYDAOTIO © - /i00 i 00
1. Definition and proper name.—Diphtheria. Prophylactic is dlphtheriatexin
(the sterile filtrate from a culture on nutrient broth of Corynebacterium diph,
therie), or material derived therefrom the specific toxicity of which has been
reduced to a low value either by the action of chemical substances, ‘or_ll‘;y.the.
addition of diphtheria antitoxin, or by both methods, but, in any case, in such 8,
znanner that it retains efficient properties as an immunising antigen. Its proper
name'is ‘‘Diphtheria Prophylactic’’. bk
2.' Labelling.—The label on the container shall bear a statement of the dose
(hereinafter referred to as the “‘human dose'’) appropriate for administration s
one injection to a human subject. iy
8. Tests.—Diphtheria Prophylactic shall be submitted to the following
tests :—

(a) Tests, to determine that the specific tozicity of the toxin used in its pre-
paration has been so reduced that it does not exceed the prescribed mazimum.—.
Tive human doses of the Diphtheria Prophylactic under test shall be injected
into. cach of five normal guinea-pigs each weizhing. 250 to 850 grammes. This
injection must not cause the death of any of the guinea-pigs within six days
following the injection. If all the guinea-pigs injected survive for six''days but
any of them die within thirtv days following the injection from the specific
toxaemia, one human dose of the Diphtheria Prophylactic under test -shall be
injected into each of five normal guinea-pigs, each weighing 250 'to 850 grammes.
This injection must not cause the death of any of the guinea-pigs within 80 days'
following.the injection. 2 {

If a batch of Diphtheria Prophylactic is shown by either of these tests'to have |
a greater rtoxicity than the maximum hereby indicated, it shall not be issued
utless and until the toxicity has been so reduced by further treatment that it
does not exceed that maximum. T |

(b) Tests yor potency as wn immunizing antigen.—A. quantity of Diphtheris
Prophylactic not exceeding five human doses shall be injected on-one dccasion
into jeach. of at least ten normal guinea-pigs; or, alternatively, a .quantity  of:
Diphtheria Prophylactic not exceeding one-tenth of a human.dese shall be in-;
jected into: each of at least ten normal guinea-pigs on each:of two decasions; !
separated.by en interval of not more than four weeks. The guinea-pigs shall:be
tested for immunity to diphtheria toxin, if they have received the single injectﬂ%d

a
t

liereinbefore prescribed, at a date mot later than six weeks after injection,
it they have received the two injections hereinbefore prescribed, at a date m
later than three weeks after the second injection, by intracutaneous injection,
into each guinea-pig of one test dose of Schick Toxin. ..If more than two out of
ten guinea-pigs thus tested or more than one quarter of the number : ed
this 15 greater than ten exhibit a positive Schick reaction, the batch of I
Prophiylactic' shall be treated as insufficiently potent, and,shall-not be issued: | .
Provided that in the case of the forms of Diphtheria’ Prophylactie known. as
Tokin“Atititoxin Floceules and Toxoid-Antitoxin Floccules the. Prophylactic may,
be similarly injected into nine or more normal guinea-pigs which may be }ng‘,.
for immunity to Diphtherin Toxin by two separate but simultaneous intracu-
tancous: injections into each of at least nine 'of these guinea'pigs 'of ':;Qe

test dose and two test doses, respectively, of 8chick Toxin.  TIf'two-thirds "
or more of the guinea-pigs tested do not exhibit a positive-reaction to one test'
dose [of Schick Toxin; or alternatively, if one-third or more of thé guitiea-pigs’
tested do not exhibit a positive reaction to two test doses of Schiek’Toxin, the
bateh, shall be accepted as sufficiently potent. N g

(C) PrOVISIONS APPLICABLE 70 TUBERCULINS AND OTHER PREPARATIONS: nou‘rﬁn:
Bacrurus TusEroULOSIS AND 178 CULTURES {
t f k /

(Nore.—The name ‘‘tuberculin’’ has been frequently applied to any extraet, v
sugpension or other preparation of the Bacillus tuberculosis or of media on whigh: !
that bacillus has been cultivated. In the following Part: of this Schedwule theid
name 15 used in a more restricted sense and applies only to tuberculins as/therein
‘eﬁnéd.) L wild
0 TUBERCULINS ' g : : AU
1. Definition and proper name.—(1) Tuberculing are prepa tions of ' fi
media on which the Bacillus tuberculosts has been’grown in artificial 'cultire and
which have been freed by filtration from the baeilli. 30 6l S |
(2) For the purposes of this Schedule tubereuling are classified in''two 'gro
(8) 0ld Tuberculin, and (b) Tuberculin Bouillon Filtrate." kel AR
2.7 0ld Tuberculin.—(1) 01d Tuberculin is the concentrated filtrate from
growth of Bacillus tuberculosis on a suitable nutrient broth. For its prepara
the bacillus must be grown at approximately 87°C, for a period, usually not
than 6 weeks, sufficient to allow the surface of the fluid medium: to become
covered by thick growth of the bacillus. At-the'end of this'petiod”the Huid"
medium, from which the bacilli may or not have been previously separatéd by
filtration, must be concentrated by evaporation to one-tenth - of" original!
volume, and then be filtered. If the required) test(for potency shows) that the
preparation so concentrated is more potent than the-standard ‘prepsration, the!
poteney may be reduced to the required degree:by appropriate dilution. tIf thei!
fest shows that the potency is less than that ofithe standard preparation) it's
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fromi;a case of bovine infection.

specific toxicity, by a method a
hait ﬁzsfpofbmcy of thel prepa

{is revealed by the test.
Each batch of 0ld Tuberculin shall be tested for the absen

or i foug, symptoms.
Bouillon ﬂtfaia'—(l) Tuberculin Bouillon Filtrate
fron;. the growth of Bacillus tuberculosis on

'& Tter.' ''proper name of the preparntmn is

#ion, opy o) Y

serious symptoms. -
; 'ﬂmiaty — Alltiiberculin shall be tested for sterility in

T h

""’I‘mrlcxp VacciNgs

drrod Terain
brin Blorone f

artificial media, and consisting of suspensions of the killed organisms

&uplp Vaccine; ", and any-other:descriptive title or symbol ind
in the bacilli or the nature of the process of prepe.mtlon must
on tq, and nob in_§ pbsyﬁ“ﬁan for, the name ‘“Tubercle Vaccine.

s Schedule (which relates to the production of bacterial vac
o the - production, of JSuberele_vaccines.

o (), ,’Pnomaxows,mw 10 STAPRYLOCOCCUS TOXOID
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toxin (the sterile. trate
ot thgrmem %mﬂ‘%
alué by ‘the Ecﬁoh g E :
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ntigen. Its proper name is
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for inf
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e ’ih&.
s, Tcato orgtaphyl
it shall ‘not be issued

cHPtamer shall indicate the dose,
one injection to a human subject.

58 ‘%MSGB all of the tests.
¥ ’~ U gctﬂc towicity of the loxin used

UJ 2 (,.W volumes of physiclogical salin

37°C.. f\or one hour there must be no

Uqrosls

25 ¢,

Mﬂ& iurhhh:evqumﬂon The proper name of the préWm
" with ol 'without' a suffix such as 1., or P.T. The ml'ﬂ,
| thét tHe bacillus used in preparing the Tuberculin’ was

ad mﬁe of human infection, and the suffix P.T. that tshe"blﬁll\l!

sbandard preparation/ of Old Tuberculin, is u quantity of Old Tﬂbaﬁ-
ini the Natiorial Institute for Medical Research, Hampstead.

“bateh 6f 'Old Tuberculin' shall be tested for potency by obdervﬂ'ﬂbﬂ
roved by the licensing authority, in such
ion under test is measured by momparison
of the standard preparation.. Old Tuberculin shall not be issued'if its
dm&sﬂlﬁm that of 'the standard preparation to such an extent *hat t‘he

ce of non-

boX] Pwy \the subcutaneous injection of 05 c.c. into a normal guinea-
treated as having passed the test if snch injection does ot

is tHe un-
a suitable

r %&rﬁﬁon e bacillug must be grown at approxi-
’é | ‘wsually not less than 6 weeks, sufficient to allow the

edium to become covered by a thick growth of the bacillus.
eriod tHe mediuh is freed from bacilli by ﬁ]tmtton through

“Tuberculin

with: or ‘wifhout a suffix such as T. O. A. or P. T. O. 'The
frused, will indicate: that the bacillus used in preparing the
‘-a«‘ Filtrate 'wagrobtained from a case of human infection; and’
0 will indicate: that the bacillus nsed was nhtained from a me

F oh bs‘heh of Tuberculin Bomllon Filtrate shall be tested for the absence
i by« the subeutaneous injection of 5 c.c. into & normal
«be tréated as having passed the test if such injection does

accordance
in addition

15 Wl.ﬂ'&muhm Bouillon Filtrate shall be tested
by a method satisfactory to the licensing

' in ")ﬁ"apar Thams —Mubercle vaceines nre pre
! parations made
the ’Bdc‘ﬂl ry éﬁﬁﬂfancé ‘obtained” by growth of the Bacillus tuberculasis on

or of pro-

d therefrom; in, water or other suitiable suspending fluids. The proper name

ieating the:
be used in"

fiil;qa.twup, of provisions as. to: bacterial vaccines.—The provisions of Part

cines) shall

L Ibaﬁmtwn and proper name.—Btaphylococcus Toxoid is staphylococcus
ure on a suitable medium of a toxigenic
xicity of which has been reduced to a'low
nces in such a manner that it retains

‘“‘Staphylo-

¥ .\q ol Janag ¢
d ‘l‘.re(as d.il,\qtﬁg mngta saline solution to the strength suitable

or coses,

Mﬂ shall be submitted to the following tests,

in xta pro-

1” —(i) One volume of the undiluted staphy-

e solution;

lution tqphyloeoccus toxoid and of a 2 per cent.
ood corpuscles of the rabbit shall be mixed; when

slgmﬁcmﬂ.

st,a?hy,lococcus toxoid shall be :mected intracu-
[ ngmg,um-plg, this injection may cause a slight

gﬁ d, %ptravenouslv with doses of staphylococeus.
b --per kilogram body weight; this injection
é! e‘i‘ther rabbit within three days following the
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s i) Test of mon-specific towicity.—Two normal mice shall be injected - intra~

peritaneally with 0'5 c.c. of the undiluted toxoid; this injection must:mot: cause
the death of either animal within seven days following the injection. }

'(c) Tests for potency as an immunising antigen.—1 c.c. of tHe' undilited
staphylococcus toxoid shall be injected into each of not less than nine mormial
guinea-pigs on each of two occasions separated by an interval of not more than
four weeks; at a date not later than two weeks after the second: injection: the
staphylococcus antitoxin present in the serum of each guinea-pig shall be deter-
mined,

. 1 the serum of eack of two-thirds or more of the guinea-pigs tested contains
0% unit or more of staphylococeus antitoxin per c.c. of serum, or'alternatively:
ifythe serum of each of one-third or more of the guinea-pigs tested contains &
unit or more of staphylococcus antitoxin per c.c. of serum, the toxoid: shall: bé
accepted as sufficiently potent.

PART IIT.—PRroVISIONS APPLICABLE TO THE PRODUCTION OF ALL SERA 'FROM ‘LIVING
ANTMALS
1. Condition and housing of animals.—(1) The animals used in the produc-
tion of ‘sera must be adequately and healthily housed.
(2) Only healthy animals may be used in the preparation of gera, and. in,,
particular the presence of glanders in horses or other equidae and o me;culqsx&
in"cattle must be excluded by testing with mallein and tubereulin. respectively.

(8) Every new animal intended to be used as & source of serum -must! be.
subjected to a period of observation in quarantine. for at least 7 days; hefore
being admitted to the stables in which the serum-yielding animals are housed.

(4) Every animal used as a source of serum must either be actively immunized”
agpinst tetanus toxin or must be passively immunized against that oxin by injée- 1
tions of tetanus antitoxin in such doses as to enmsure the constant' presence 'of" ik
that antitoxin in the blood during the whole period of the use of The animal ag a
source of serum.

2. Staff of Establishment.—The establishment must be under the complebe
direation and control of a competent expert in bacteriology and serology, ussisted”
by a staff adequate for carrying out the tests required during the preparation 'of'

the sera and in connection with the finished products.

8. Precautions to be observed in preparation.—(1) Laboratories where sera’
are. exposed to the air in the course of the 'process‘_oi preparation ' ‘must be" I 4
separated by a sufficient distance from stables and animal houses to avoid the i % b
risk of aerial contamination with bacterie from animal excreta, and muss be 1
vendered fly-proof fo prevent such contamination by insects. Such, ~]ﬁ<’?\°ﬂ"‘.t‘? ies
must have impervious walls and floors and must be capable of ‘heing . readily; "
disinfected when necessary. b ity ."

+(2) Asspecial room with impervious walls and floor which can be'weished and!" :
when necessary, chemically disinfected must be provided for the Pol}l’;‘dﬁbn .Q‘f“
blood- from the living animal. g

(3) An efficient system of manure rémoval must be used, which will prevent
its accumulation in the vicinity of any room where blood or serum is, oo;lledted;or,
handled. v Gy k

(4) An adequate number of efficient sterilizg;s ml}st be provided for the’
sterilization of all glass-ware or other apparatus with which the serum may co?le
into-contact in the course of its preparation. t A

(5) All processes to which the serum is subjected during and after.its collectign
from the animal, must be designed to preserve its sterility, but in the ¢ase of
artificially .concentrated sera, it shall suffice that the process of.congentration,
is conducted with scrupulous cleanliness and in such a.manner as to avoid,
unnecessary or dangerous contamination.

(6) The laboratories in which the testing of the sera for potency, ,s!iP{I!lvity‘ ‘
*roedom from abnormal toxicity are carried out must be adequate for the

¢ RYTPI8e.
An ‘adéqudte supply of animals for use in such' tests and suitable‘§o§%i¥‘ ﬁ;r
such animals must be provided. Lot

'(7) Provision must be made for complying with any special corditions. which
may be laid down in this Schedule relating to'the production and issue of the
particular serum, in respect of which the licence is granted. { ¥ ‘

i 9 {
4. Unhealthy or infected enimals.—If an animal used in the production of
scra is found to be suffering from an infection, except one R{OQ!}Q{;{L be L o
organisms ‘against which it is being immunized, or‘'shows signs o se.rious'_ "
persistent ill-health not reasonably attributable to the process of immunizg-
tion, ‘the licensee shall immediately report the matter to the licensing authori
and shall, if the authority orders an inspection and the inspector so. dj;ect)i,, ;
cause such ‘animal to be killed and a post-mortem examination of it to be 1ade, |
and take steps to prevent any serum obtained from the animal be,inginold or
oftered for salo until permission is given by the authority. If the result of 1l »
post-mortem examination is such as to bring under suspicion the he th. of any..
a
ot

of the other animals used for the production of sera, the licensing authority m
prohibit ‘thé use of those animals for the production of sera, or, may, take su
other''steps’ as may be necessary to prevent the issue of sera which ma
danerous “to human health :
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‘8 case of émergendy the person in chaxge of the establish-
'the deéstruction 6t at’dnimal used in the production of sera and
ection, and shall in that case give notice forthwith to the h&'éﬂ-
sing) authority and shall perrnit an'inspector to be present at the post-martem
examination. ¢ i 1

Yol

ART IV.—PROVISIONS APPLICABLE TO PARTIOULAR SERA AND ANTITOXINS | .

(A) PROVISIONS APPLICABLE TO ANTI“BACTERIAL SERA AND ANTITOXIC SKRA FOR
! "' whrem No POTENCY THEST 18 PRESCRIBED {]

W g —The séra and antitoxing to which this Part of this Schedule appliea

: ra or solutions of the purified proteins of sera separated from the hlood

‘which have beeri"m‘tiﬁcid‘l! * immunised against cultures of ong’ or

nisms or aguinst a séluble toxih or toxins produced by the organism or

ot against antigenic' substances prepared from the organism or, orga:

er Name.—The proper name of any anti-bacterial serum to which
of this Part of this Schedule applies shall be the recognised scientifie
néme  of the organism or some - generally recognised abbreviation thereof, pre-
ceded by the prefix “‘anti”, and followed by the word ‘‘serum’, as, for example,
i ingococeus: serum’’.  The proper name of any anfitoxic serum may
be formed from the word ‘‘antitoxin’’, preceded by the name of the organism
frorm: which the toxin was prepared, and followed, if desired, by a term indica-
tirig /the | source’ or the strain of that organism, for example, “‘streptococcus
antitoxin|{(Scarlatina)"".
12, ‘Quality ~~(1) Any such serum shall be issued for therapeutic use in {He
forpi/of aither— '
d), ngbural serum, i.¢., the liquid product of decantation of the coagulated
blood or plasma without any addition, other than antiseptic, or subtraction; or
i d(b) a ;!oluﬁon..vdf. the  purified serum proteins containing the specific auti-
odier.

,9§.f ue, the liquid shall be clear or show, at most, a slight

Jprecipitate. Preparations of the natural serum shall not contsin

r t;gqpt,‘ of solid matter. A solution of the serum protein shall
more than 20 per cent. of solid matter, fnn
on the container shall indicate the total number
{the, container. , {1 ( ‘
label on ‘the container orthe label or wrapper on the package ghall
e nature of the particular product, that is to say, whether natural
serum, or a solution of the purified serum proteins.

4. Cultures.—The cultures used in immunizing the animals shall be at all
times open to inspection, and O;Pgeimens ‘shall be furnished for examination At the
request: of the licensing authority, .

4. Records.—(1) The p'erﬁit’dl(ent‘ records which the licensee is vequired fo.
keey ishall include “the f5llowirg ‘particulars—

: I(;? a8 to the cultures— ?

" (3) the source from which the culture was obtained; P
(‘{) ‘the nature of the mnteﬁ'xﬁl from Which the culture was isolated and tha
dute of its isolation; and %

(iii) evidence of the identity and specificity of the culture;

' '(b) as'to the procédure used’in'immuhizing the animals—

' (iy the'method of preparing‘the ‘culture or antigen used for immunization;

+/(ii) the dosage' and methods &plﬁd in administering the culture or antigen;

(iii) the period in the course'of immunization at which blood is withdrawn
for ‘preparation of the serum. . - :

' (¢) any ‘bests which may have been applied to the serum to determine its-
content of specific antibodies jjyt'its specific therapeutic potency.

(2) If the licensee desires to treat the performance of any test recorded under
sub-parigraph (1) (9);of b}n"a paragraph as determining the date of completion of
manufacture for the purposes ‘g‘,\?; 09 he shall submit full particulars of the’
proposed test to the Tliopﬁaﬁiq’{(!}uﬁh@:’r‘i v and obtain his approval. X

(B?,): P.&W{P%?EF A.ymﬁg:}%,m fQ*;i:Tg;;ASERUM (SHIGA) AND OTHER ANTI-

“ oy ; /r\x,c;ﬂmi‘fmmwnax Srrum (SHIGA) ‘
1. Proper Namé:~Anti-dysentery serum (Shiga) is the serum or the globulins
containing the speeific'immurie substances, separated from the blood of animals
which: hive: sen'in d ‘against the toxins, cultures or bacterial substances -
obMed“w"mﬁw?' lture of the Bacillus dysenteriae (Shiga). The proper -
name of the substance is **Anti-dysentery Serum (Shiga)”. '8
L9, gwmﬁ arat on.—The standard preparation is a quantity of dried
serium; obtained - horsés iinmunized against the toxic constituents of the
Bacillus, dysenteriae (Shiga), and kept in the National Institute for Meflical®

ngearch,‘Ha;gpqu@.g;.!,' AT
1 8 Qiditm#(l)szfﬁyheﬁew'mmm (Shiga) shall be issued for therapéutis
use in the form of either—=. @ oy 1 - :
(&) themm,wmm /blood or plasn.a of the immunized anirails;
e, ) i 3

or s | Lid A DR TR
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(b) the solution of the globulins containing the specific immune substaices; or

(¢) & dry powder prepared from (i) the natural serum or (ii) the ,glohulins
containing the specific immune substances.

(2) If issued in fluid form the liquid shall, at the time of issue, be wlear or
show, at most, w very slight opalescence or precipitate.  Preparations cf the
natural serum (the liquid product of decantation, of the coagulated blood withous
any addition, other than antiseptic, or subtraction) shall not contsin more than
10 per cent. of total solid matter. A solution of the separated antitoxic globulins
shall not contain more than 20 per cent. of total solid matter.

4. Strength.—(1) The potency of anti-dysentery serum. with respect to its
content of antibodies for the toxic constituents of the Bacillus dysenteriae (Shiga)
shall be determined by intravenous injection into mice of mixtures of the serum
with a solution or suspension of the said foxic constituents. which solution or
suspension has been standardised in relation to the standard preparation of anti-
dysentery serum.

(2) Each container of anti-dysentery serum (Shiga) shall contain a sufficient
numwber of units in excess of the minimum total number or unite indicated on
the label to ensure that the said minimum total number of units.will still be
present in fhe container at the date appearing on the label pursuant to Rule 109
(8) (d) as the date up to which the preparation may be expected to retain its
noteney.

8 Unit of Standardization. —The vnit of anti-dvsentery serum (Shiga} 1or the
purposes of these Rules is the specific neutralising activity for the ‘Bacillus
dysenteriae (Shiga) contained in such an amount of the standard preparation
ag the Medical Research Council in the United Kingdom mav from fime to time
indicate as the quantity exactly equivalent to the it aceepted for infernational
use.

6. Labelling.—(1) The label on the container shall indicate—

. (a) the minimum total number of units in the container; and

(b) either (i) the potency of the preparation with respect to its antitoxic value
for the toxic constituents of the Bacillus dysenteriae (Shiga), expressed as the
minimum number of units per c.c. in the case of liquid products, or as the'mini-
mum number of units per gramme in the case of dry products; or'(ii) the total
nurnber of c.c. in the container.

(2) The label on she container or the label or wrapper on the package chall
indicate the nature of the particular product, that is to say, whether natural
seruni, or a solution of the globulins containing the specific immune substances,
or u dried natural serum or dried globulins.

OTHER ANTI-DYSENTERY SERA

i. 1‘1opu names.—Anti-dysentery sera prepared by immunizing arimals
against bacilli producing dysentery in man, other than the B. dysenterias
(Shkiga), shall conlorm with the provisions of Division (A) of this Part of thi"

T Schedule which are applicable to sera for which no potency test is preseribed”
The proper name shall in each case be ‘‘Anti-dysentery Serum’’, followed, in
brackets, by the personal name or other symbol by which the particular strain
or strains of dysentery bacilli are 1dcnt1ﬁed by bnctenologusts—as for example,
*‘Anti-dysentery Serum (l‘lexner) “‘Anti-dysentery Serum (Y)'', *‘Anti-dysen-
tery Serum (Flexner, Y)".

8. Mized sera.—A mixed anti-dysentery serum, prepared by u:nm\.mzmg
animals against the B. dysenteriac (Shiga) and in addition against one or more of
the other bacilli associated with human dysentery shall conform with the provi-
sions of Division (A) ot this Part of the Schedule, and shall also, with respecs
~10 its content of immune substances for the B. dysenteriae (Shzga) and, & pro-

- duets, conform with paragraphs 8, 4, 5 and 6 (2) in Division (B) thereof; and
the number of units shown on the label shall indicate the neutralizing \wlue of
the serum for the products of the B. dysenteriac (Shzga.) only. The proper name
oi such a serum shall be “‘Anti-dysentery Serum’, followed, in brackets, by
the names of symbols indicating the strains used in its preparation, |as, ‘for
example, ‘‘Anti-dysentery Serum (Shiga, Flexner, Y)".

{C) PROVISIONS APPLICABLE TO DIPHTHERIA ANTITOXIN

1. Definition and Proper Names.—Diphtheria antitoxin is the serum' or the
antitoxic-globulins separated from the blood of animals which have been! immu-
nized against diphtheria toxin. When the serum or antitoxic globulins are
obtained from the blood of horses or other equidae, the proper name|cf the
substance is ‘‘diphtheria untitoxin. When the serum or antitoxie: globulins
are obtained from animals other than horses or other equidae, ‘the proper nsme

s “diphtheria antitoxin'" followed by the common name of the animal. from'
w }uch the substance is prepared. )

2.. Standard 'u(,p(lmt.(m ~—The standard preparation is a quantity of ‘aried
diphtheria antitoxin kept in the National Tnstitute for Medical Research, Humps-
tead, London. '

8. Strength.—(1) Diphtherin antitoxin having a potency' of' less then 400
units per c.c. in the case of lignid preparations, or less than' 4,000 unhts rer
gramme in the case of dried preparations shall not be issued. 1

(2).Each container of diphtheria antitoxih ghall contain’ a‘gufficierit Hiimber
of units in excess of the minimum total number of units indicated on He label®
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g Eiﬁ”géréin";%ﬁ:&a “from the blood or plasma of animals i

'?o) a%&d‘tﬂn‘ of"'lﬂ:é globuling cdntammg the specific antitoxin; ov.; (0

:(e) |a dry powder prepared from (i) the natural serum or (ii) the anh%xxc
globulins containing, ng,antiseptic. or: ather added substance. 0}

(2) |If issued w,ﬂmdeipmﬁthegliquaﬁ at the time of issue shall be clear: xdu ghall
egnce or precipitate. Preparations,of [ the
Jﬁ;x ?Qccnnnatlon of the coagulated blood, ,wy‘:houf.
r ﬁhan. ar eptlc, subtraction) shall not contain maore, than
d matter. A so ut:on of the separated antitoxic globuling
Ftamme of solid matter for each 500 a.ntlfoxm

“olpriarpn

. Unit of atmdarduatwn —The unit of diphtheria antitoxin for the purposes

these Rules; isiithe specifiemeutralizing activity for diphtheria toxin contained

in such, an amotint of the standard. praparation as the Medical Research ‘Couneil

in,the United; Kingdom may from:time to time indicate as the quantity exdetly -
equivalent to the unit accepted for international use. bilyrdod

. Test for potency.—The potency in units of diphtheria antitoxin shall be

b "f"ﬂl’%&d e 'with g ° ﬁrz thod approved Il):y the licensing ﬂut;ﬁ-:ty

1911. ,gumeaﬁpxga of a- mixture consisting of the antitoxin under

(93?' P joxe arid 1
Labeliing.~~(1) The ls.be] on ﬁb:ef container shall indicate— ;
the minimum total number of units in the container; and S e s
bher, (i), the potency ‘of the preparation expressed as the minimum num-
e; N ppr 8:C: fgethe gase of liquid products, or as the minimum
antitoxin per gramme in the case of dry products; or (i) the’
totaln' ber efdcc in (th_g hfmar. i)
@y }ﬂle ‘1abel on the container or the label or wrapper on the package shall
indicate' the nature of the particular product, that is to say. whether axal
serutm; or-alsolution of antitoxic’ globulins, dried natural serum, or dried antito: ic,
globulins.

e | (1) PrOVISIONS ‘APPLICABLE To TETANUS ANTITOXIN

uk.lfyopoﬂ«waup .~—~Tetanps 'Antitoxin is the serum, or the antitoxic glof;ulms
npm*a d from the blood of animals which have been immunized against ‘be
toxin, The iproper; name. of the substance is ‘‘Tetanus antitoxin’’,
Atmdu!l s preparation.=The standard preparation is a quantity of -Ihe&
t.et -antitoxin, kept in the': Nchoual‘ Tnstitute for Medical Research, ﬁu‘nps-
tegd,] em i, tnon o cedds ool

ﬂ“ﬂn‘ﬂn@ﬂi (i) TUE&W having a potency of less than 300 umta

per c.c. in the case of ons, or less than 8,000 units per gramme
n, thegmei)d.nad prapwmmulnot be issued for prophyla.ctxc use. Y

letanas wntitoxin Kaving " of less than 1,600 units per c.c. in the,
canboﬂhqmld"pmpuahéns 16 000 units per gramme in the case of
driéd preparations shall not b ed ‘for the treatment of tetanus.

2)' HadH doi itdineF of tMus ‘antitoxin shall contain a sufficient number oi
units in’ excess 6f the minimbm total number of units indicated on the label to .
enstre that 'the said mininmum $6tal nimber of units will still be present in the.,
cofitmingr ‘at 'the date appearifig on the label pursuant to Rule 100 (8).(d) us
the: date up to whi¢h the prwwéﬁ may be expected to retain its potency,

4. Quality.— (1) Tetanus antitoxin shall be issued for therapeutic and pro-
rhylactic use in the form of exther—

{(a) the serum separated  fom ‘?ha blood or plasma of animals meumzed
sgamst tetanus toxingor VY

(b bhelsolution’ of the g

I3

coﬁtammg the specific antitoxin; or

:{e)! & dry powder i) the natural serum or (ii) the antitoxic
glcbhlims and contair nﬁ“mptm or other added substance.

(2) If issued in fluid form the liquid at the time of issue shall be clear or
show at most a very' slight'cpaléscenée or precipitate.  Preparations of {he
natural serum (the. Jiqp.d :productof decantation of the coagulated blood without
nny addxtnon ha, , or subtraction) shall not contain more than
|ha ”ﬁ n “ ?t ‘ natter,, A solution of the separated antitoxic globulins

0 1 / u %lm Y

cumit of tetanus antitoxin for the purposes
tralizing activity for tetanus toxin contained in
ard matmn as the Medical Research Goumeil *
5 1 m h.me to time indicate as the quantity exactly -
apte international use.*

N s,

J oadt

lished in the United States of America under the

)1 gramme of solid matter for each 600 antlboxin

theria: tpnn whmh has been standardized in relatlon. ﬁo the! !

"
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- s g Pest for potency.—The potency in units of _tetanus- untitoxin “shall=he====="=
determined by the subcutaneous injection  ifite guinea-pigs ‘or mice-oi_‘ mixtures’
of tne preparation with a tetanus toxin which ‘has been svhndu{d%sed i relation
to the standard preparation of tetanus antitoxin.. The neutralizing value may
be determined by observation either— / T ‘ ? ) b
(a) of the greatest dose which fails to protéct a guinea-pig of mo‘usej fromn
dsath ‘within 4 days, or gL ne i e e o e
(b) of the least dose which suffices to proteet a motise ot guined-plg fiom the
ippearance of symptoms of tetanus. y '
7. Labelling.—(1) The label on the comitainet stull indidate-="
(d) the minimum total numbet of uhits in the contdinet; and ; X
(b) ¢ither (i) the potency of the preparation expressed as the minimum nurmi-
bt of units of antitoxin per c.c. in the case of liquid products, or as the minimum
nthber of tnits of antitoxin per granime in the case of dry products; or (ii) the
total humber of c.c. in the contaifer; and . \ y [
(¢) a staternent™ that the numbers of units indicated are equivalent to oue-
half of those numbers of American units. ) ¢
(2) The label on the container or the label or wrapper on the package shall
indicate the nature of the particular products, that is to say, whether natural
serum, a solution of antitoxic globulins, dried natural serum, or dried antitoxic ¢
globulins. : ! 3
y " ; i §
(E) ProvisioNs APPLICABLE T0 GAS-GrANGRENE ANTITOXIN (PERFRINGENS) T
L.-Proper Names.—Gas-Gangrene Antitoxin' (perfringens) is the sérum, or f
the 'antitoxic globulins, separated from the blood of animals which have ' been it
iTamunised against the specific toxin prepared by the growth of Ba.cillua; per-
fringens (B. welchii) in a fluid medium. The proper name of the substance is i
“‘(tas-Gangrene Antitoxin (perfringens)”’. ; 3
2: Standard Preparation.—The standard'‘preparation is' a quantity of dried !
gas-gangrene antitoxin (perfringens) kept in the National Instifute for Medical gt
Research, Hampstead, London. h ; e, )
3. Quality.—(1) Gas-gangrene antitoxin shall be issued for therapeutic use o
in'the form of either— | 8¢
(0), the serum separated from the blood or plasma of the immunised animals; }‘f
or'” fids t
(1) the solution of the globulins containing the specific immune substances; or 2
{¢) a dry powder prepared from (i) the natural seruni or (ii) the: globulins &
contdining the specific immune substances. = | i R E R :
(%) If issued in fluid form the liquid shall, at the time of iéstie! “be’ cloar ot g
show, at most, a very slight opalescence or.precipitate.  Preparations of {he to
ndbural serum (the liquid product of decantaticn of the coagulated blood without: int
uny ‘addition, other than antiseptic, or subtraction) shall not contain more!than
10 per ceut. of solid matter. A solution of the separated antitoxic ,globulins
shall ‘ot contain more than 20 per cent. of total solid matter. . . . + | -
4. Strength.—(1) The potency in units of gus-gangrene antitoxin (perfringeis)
shall be determined, in accordance with 8 method approved by the licensing nu
avthority, by the injection into animals of a mixture of ‘the. antitoxin/under m1
test with a gas-gangrene (perfringens) toxin which has, been standardissd 'in or
relation to the standard preparation of gas-gangrene antitoxin (perfringens). .

"(2) Bach container of gas-gangrenc antitoxin (perfringens) shall.contain: /o ind
sumc_lent number of units in excess of the minimum total number of units |indi- sér
cated on the label to ensure that the said minimum total number of unitg: will gloi
still be present in the container at the date appearing on the label pursm‘x’;}m to-

Rule 109 (8) (d) as the date up to which the preparation may.be expected to tok
retain its potency. ! i i
5. Unit of Standardization.—The unit of gas-gangrene antitoxin (perfringems) and
for the ‘purposes of these Rules is the specific neutralizing activity for | gas L
gangrene (perfringens) toxin contained in such an amount of the stand pre- (
paration as the Medical Research Council|in the United Kingdom may:|from
time to time indicate as the quantity exactly equivalent to the unit accepted for or it
international use. il & imn
6. Labelling.—(1) The label on the container shall indicate— ' vi ot comx
(a) the minimum total number of units in the container; and it ) IR the.
(b) either (i) the potency of the preparation expresséd as the minitnum ‘hum- | it
ber of units of antitoxin per c.c. in the case of liquid products or as the minimum | BRE-
number of units of antitoxin per gramme in/the'ease of dry ‘products; or (i ' the Mec
total number of c.c. in the container. ‘ e ' 5

-(2). The label on the container or the label or wrapper on the pa'ékage" shall for
indicate the nature of the particular product, that'is to say, whether nawural | i
serum. & solution of antitoxic globulins, dried natural serum or dried angtw or
globulins, il St ST o o By st oA

45 § R Y ] 1! Wiy 3 L

*The statement may be iont] in-arithmotical form, thiis for R %o
oo V0D vnite (—1,000 Amesionn wnllyr Fio et S, ST | | Bed
; Vi vAUT, T e S Bad axe o e | 41 cont
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antitoxin, containing antitoxins against othér -
1 perfringens, shall, with respect to its content
grene. antitoxin (perfringens), conform with paragraphs 4,5

M

'

:E Jhohbum APPLIOABLE TO (FAS-GANGRENE ANTITOXIN (OEDEMATIENS)
1 vi di-Proper. Name.—Gas-Gangrene  Antitoxin (oedematiens) is the serum, or
thesantitoxic, globiiling, séparated from the blood of animals which have! besn
.~--~-' ed against the 'specific toxin prepared by the growth of clostyidium
oedemations in ;a fluid medium:. The proper name of the substance i§ " ‘Gas.
Geang Antitoxin - (oedematiens)”. M e Fhe
120 dard Preparation—The standard preparation is a quantity of ‘dried
rantitoxin (oedematiens) kept in the National Institute for Medienl
»Hampstead, London. S
. —=(1) ' Gas-Gangrene Antitoxin (oedematiens) shall be issued for
petitic use ‘in“the form of sithér— i :
(8) fhe serum separated from the blood or plasma of the immunised animals,
or | Jiots fred Hy 5 i 3
b/ fthe: solution of the globuling contain'ng the specific immune substanéﬁs; or
'khe dried solid preparéd from (i) the natural serum or (i) the globulins
: ’the"g edific imn}uh'ejﬁbstmxces. B
issued in' fluid form the liquid shall, at the time of issue, he clear.or
at most, a very slight opalescence or precipitate. Preparations .of .the
serum- (the liquid ‘product ‘of decantation of the coagulated blood or
without any addition other than antiseptic, or subtraction) shall not con-
then 10/ per: dent. -of solid' matter. A solution of the separated anti-
uﬁmynhg}lqui; contain more than 20 per cent. of solid matter. .
nyﬁ@w&(l&) The potency in ‘units of gas-gangrene antitoxin. {ocdema-
all be determined, by a method approved by the licensing authority, by
on_into nals of o mixture of the antitoxin under test with' & gas-
: )stoxin which has been standardised in relation to the’
..of gas-gangrene antitoxin (oedemations). it
of gas-gangrene antitoxin (oedematiens) skall contain a
B! eipeg_q of:the minimum total number of unité ifidi-
‘&,éaﬁme;ﬁ at the said minimum total number of units will
ent, in th Eppt_nw_lk,thg, date appearing on the label pursuant to
d) ‘the date up to which the preparation may be expected to retain

 Ba it of ‘Standardisation’~The "unit of gas-gangrene antitoxin (oedema-
5). £ ‘$ha‘_pu'rppsas of thesei Rules is the specific neutralising activity for'gos.
gangrene. (oedematiens) ‘toxin, contained ‘in such an amount of the standard pre.
paration, as the Medical Résearch 'Council in the United Kingdom may from time,
to time|.indicate a8 the quantity: exactly equivalent to the unit accepted for
international use. v
- 8. Labelling.=~(I) The: Idhﬁ'l@f the container shall indicate—
" {8) the minimum total numbsr of units in the container; and
(b) either (i) the potency of the. preparation expressed as the minimum
nuinper''of units of antitoxin pet’ e.c. in the case of liquid products, or as the;
muumum number of units of antitoxin per gramme in- the case of ary products;
or (ii) sthe total number of & inthe ‘container. ¥
(2)"Thé 1abel 'on' thié' cofifaitier of the label or wrapper on the package shall

indicate the nature of the icular product, that is to say, whether mnatural . .
sérum, &' soluticn of ﬁﬂwﬁplﬁldb%ﬁ.&, dried natural serum or dried antitoxic
globulins. i

7. ‘Miwed Aiititoding'““A ixed dhtitoxin, containing antitoxins against other
tosing than' that!6f! clomfjgo matiens shall, with respect to its content
it ui!mg?a{ctcgaq.-gﬁﬂteﬁé* oxin dedematiens) conform with paragraphs 4, 5
and 6, ¢' ¢ W r—: T e O

2 [} { r

1
o

':(G)T:f;qﬁ;mhq;;w-émeennn ANTITOXIN (VIBRION SEPTIQUE) '

1. ‘Proper: Ndie ~=Gas-Gat s Antitoxin (vibrion septique) is the serum,
or the antitoxic> 2 r | from the blood of animals which have been
immunised «ﬁgmwm‘ & ' toxin prepared by the growth of the clostridium
commonly ‘known ‘ag vibrion' septiqué in & fluid medium. The proper name of
the- (substande is ““Gas- A xin (vibrion septique)’’. S
it " Pré Tﬁ,{“smdard preparation is a quantity of dried
",‘Q_pgl"qge) kept in the National Institute for

on. A

1), ngrer ,Anhtoxm (vibrion septique) shall be issved
! ‘the . of either— it
'N,ﬂm ) \_ -separated from the blood or plasma of the immunised ‘animals:

- or, i otiatiag s calanin ig’ SR B 0 AT, 5
';q;ﬁ#:%??w‘g&l;nhmaMammg the specific immune substances;
UF"-’ :‘v"“"; ‘ 3

IRetia adit o . '
. ; u[‘ ) ‘H@ the natural gerum or (i) the globulin
w3 < B iron (11) globuling
niug the specific ¢ substancos ;

o
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. S smemsse=(2)=1f 4gsued in fluid form the liquid ‘shall

it thetime” )
show, ' at ‘most, a very slight opalescence’ 'ol‘"pl’é@ipﬂﬁ&bé‘{" pa 1
hatural serum (the liquid product of decantation 6t the' coagtilate ""blgod “or
Pplabmel without any addition other thaw“antiseptic; ot subtraction) shal 16t
contair more than 10 per cent. of solid matter. A solution of the sepm'aﬂéa
antiloxic globulins shall not contain more than 20: per cent. of-solid madttar,

4., 8trength.—(1) The potency in units of - gas-gangrene antitoxin1(vibrion
septique) shall be determined, by a method approved by thelidensing authority,
by, the dnjection into animals of a mixture of /the siititoxin imder test with s zas-
gangrene (vibrion septique) toxin which has been stdndardised in relatiof to: he
standard preparation of gas-gangrene antitokin (vibrionyseptique). ~ - ’

(2) :Each container of gas-gangrene antitoxiri - (vibrion | septique), shall . con-
tains asufficient number of units in excess of the minimum total ‘number of vnits
indicated on the label to ensure that the said minimurh fotal-number ‘of unifs
will otill be present in the container at the date appearing on the label pursuant
to Ritle 109 (8) (d) ns the date up to which the: preparation. may be: expected to
retain its potency. S i dic Ly

5. Unit of Standardisation —The unit of gas-zangrene antitoxin (vibrion
septique) for the purposes of these Rules.is the. specific, neutralising, activity: for

ag-gangrene (vibrion sentique) toxin contained in. such, an . amount: of the
standard preparation as  the Medical Research, .Couneil., in the United
Kingdom may from time to time indicntéﬁa‘s.,tbeﬂpqnl,ziftyqqxagﬂy equivalent ta
the *tinit accepted for international use. = U/ 007 o5 R s

i Rt [ (AT 13 YiE. LD

“'8. Labelling.—(1) The label on the cqqtqinqp_g}aau,,jpdiquq—,u P CE)
; (.:n;;‘.the minimum total number of units in theocontainer; and 'l ¢ Lol
(b);either (i) the poteney of the preparation:exbresssd g the minimnm num-

ver of units of antitoxin per c.c. in the cnse of diquidiproducts lor ds thé ‘miinimum’

uumber of units of antitoxin per oramme in the case of dry products; or|(ii) ithe

total ‘number of ~ ~ in the container. s aigaridal oy tats Lt |

~:(2): The label on the container or the Tabel br wrapper or{,tﬁe'Psé}qué shall
indicate the nature of the particular product, that is to s‘g?" ﬁ'ﬁ’ﬂieri‘q tural
serum, a solution of antitoxic globulins, dAried Hafural serum or 't"h;éa‘ nng-a'éiio
glohylins. 25, ) 2

0 N <~

T Mizod ntitozins—A mixed antitoxin. ontaining antitoxins againgh ofher
toxins than that of the clostridium commonly known as’ vibrion septique q]L
with respect to its content in units of eas-gangréne antitoxin (vibrion septique)
conform with paragraphs 4, 5 and 6. pR ey S ; i | i
1) ProvisioNs AppLicABLE TO G4s-GANGRENE . ANTITOXIN .,(H:qmor.m"'mui)
1. Proper Namo.—Gas-Gangrene Antitoxin. (histolyticus) + 5 the ' serum, 'or
the “antitoxic globulins, separated from the blood- of animals 'which ‘hava"been
;:i'lilffb }}ised against the specific toxin prepared by the! growth’ of' clostridium.

Yticus in a fluid medinm. The proper. name:.of the substance 'ig "‘‘Gas-
Wingrene Antitoxin (histolyticus)"’. RS IR =

2. Standard Preparation.—The standard , prepardtion, is a ,qumﬁ‘ﬁyu&;ﬂ dried
Ras-gangrene antitoxin (histolyticus) kept in the National Institute for Medical
Research, Hampstead, T.ondon, o ias il il adibicy M

Y81 Quality.—(1) Gas-Gangrene Antito 'n“ iﬁétol tivx;u' ‘s'i: "be i'm ,‘, or,
therupeutic use in the form of eithe: T Z XQ.) ‘ 1(1911“33 ﬂ:‘@d ‘.i 1
*(&) the serum separated from the blood.plasma of the imimumised can‘malg ; or:

b) th luti of t a i i 2 s =
or ® ¢ solution of the dlobulins containing the specific, immune substances

Wy osten. ol bl ofes o

ApUN f séaliy a ‘arft o
""Y(e) the dried solid prepared from (i) hﬁei{h}p&]uﬁgx@ or (ii) ;the. globuling,
conitaining the specific immune substances. %

(2) If issued in fluid form the liquid shall, 1 at the time.of issue, be clear or
show, at most, a very slight opalescence, or Aprqg‘mi,bp,te, Preparations| of the,
uiitural serum (the liquid product of decantation of the coagulated: . on,
plastnd’ without any addition other than antiseptic, or subtraction) shally oty
contain more than 10 per cent. of solid matter. A solution of the separatod
antitoxic globulins shall not contain more! than 20 per cent. of solid matter. '

4. Strength.—(1) The potency in units of gas.gangrene, antitoxin:
tiqub‘c) shall be determined, in accordance, with,.a method. appros

sing Ac_j‘%}xbrity, by the injection into animals of. a, mixture of the
test v ith a gas-gangrene (histolyticus) toxin ;which has: been
rélatiot to the standard preparation of gas.gangrene, antitoyin (his
(3‘2 Each container of gas-gangrene s'nti'tao:;iﬁ,. istolytic
sufficient number of units in excess of ‘f’ mini _ tot: [
inficdtéd on the label to ensure that thd'p})i‘ﬂ;ﬁauq‘mu number of
will still be present in the container at the date ap e- label ﬁ ug:
todRule 109 (8) () of these Rules as the!daté up't i‘é?ﬁi’a

é
be expected to retain its poteney. Nty Yo" ereol Qlﬁ il i ek \
“B:1Unit of Standardisation.—The unit"of ‘gagigahgrens” antitoxin’ (Histolyti

tolyti-
cus) for the purposes of these Rules is the specific neu in, vity fo
: (histolyticus) toxin contained iﬂ‘ﬁ*ﬂcﬂ‘iﬂ“&dmui! w@%&
pg United | fron
tim@ 6 time indicate as the quantity e

ration as the Medical Research Counzﬂ in d m
e Thibbrnationsl use, virtades mmmﬁ ationige Baj.
o ! »‘ ]

\of® the

G~ 0

e




: dber of units in the container; and T ¥ =
: b pi'eparation expressed as the' d%m
ifi“per d.e.'in the case of liquid products; or g tte
of units of antitoxin per gramme in the case of dry products;
«eliin the: container. oo 'A‘s

on (i) /the: tofial:mumber. of «
(ﬁ) The label on the container or the label or wrapper on thehpsﬁ:a«ge, ubﬂ}
nte the w p&,ﬂml product, that is to say, whether mra

of antitoxin globulins, dried natural serum or dried
Yo st o da [lsd 41
it o o .)' i itoxin containing antitoxins against other
ticus shall, with respect to its, content
y  (histolyticus), conform with peragraphs 4, 4
@ wl} L% ummlm A 1sfhm b I} eroin

(r Mﬁm‘%ﬁcﬂﬂﬁ Rﬂ Axripneosococous Szrom (Typr 1) fu

N2 s Serum (Type I) is the serum. n'é
y baifing ﬂﬁ"’bﬁ' "‘ﬁhﬁﬁne substances, separated from the f}]gqa
ﬂ-lt" iy high Wé@ﬂ"lﬁﬂﬁ. ed against cultures of a pneum:

ph@im th ty known as Type I. The ptouer me
hdﬁmv a**.énerp% s Serum (Type T)'". * 43
tandard Preparation.—The émdard preparation is a quantltv of dnod
0 ..‘ shkei‘hhx ('Pm‘!a ¥ept at the National Institute for ‘-Igﬂncal

it st 1' sat

. a{af& H’) {1? '}P‘*l?n?qﬂ‘;&% Serum (Type I) shall be xssupa (tor
the letuwmﬁ from the blood or plasma of the lmmumsed amm,als-

e l{:l“n ]'b!“'ﬂm g!ob‘tﬁms éontaining the specific immune nubétn'bbas.
5 ‘ YEHE L9 (Ol grsn T
0 d” prted from (i) the natural serum or (if) bhe plm
wem!ﬁ&h&"iubﬂhncea
fom the liquid shall, at the time of issue, be cle!a:‘ or
scenée ' or prec:pxtate Preparations of thel nétural
,VMe ion of the coagulated blood or plasmu
anbanbiseptic, or subtraction) shall not: comtain
10 per cbn'e of “total solid matter. A solution of the sepdmhea
1l not gontain morethan 20 per cent. of total solid matter.
4. trmgth -—The _potency in units of antipneumococcus serum (mvge Ty
_shall be -M «ins agcordaice! with a method approved by the, Licensing
comparisonof the achivity of the serum under test in protecting
tﬁ rihe <lethal i “ofwa virulent culture of Diplococous pmeu-
mmb T) swithy under identical conditions of the standard
prb‘pa’.- on of snﬁpnetgm us serum (Type I).
i S ibation.~—The ‘unit of antipneumococcus' serum (T'ype I)
s \bt quantity of the standard preparation,
ip the United Kingdom may from time: o,
v.equivalent to the unlt nccepted for mter-

4 H'Ql 200 auy e, edfd ARV BIAvort
1@ lubgllmpﬂ@hm on/thé container shall indicate— | ONT1Y)

ey units in the container; and -
“@}%Mj‘ pote ‘Preparation expressed as the mmih
&in liquid products or as the minimum, ﬁtm':?
bér 6t Mﬁﬁ! f dry products; or (u) the total nﬁm\a‘
of'e7e; ﬂi'ﬂfe"éonm“‘

the label or wrapper on the package, sball
1,1 the’ natite oduet, that is to say, whether 1) al
dned natural serum or dneq az; o,

(inidy

n

: tm i X ags
¥ N mixed antipneumococcus serumn ‘Gou-
plococcus vneumoniae other than thosé”

pe] J with respect to its content in Gnité: of

’ pe I) conform with paragraphs 4, 5 and & of thise

ih Rdu, Mo.ﬁnn&ng “glf . it

PMM zouAhmszuxococcvs Serum (Tyee II)u
Sl e Uad

qus Sorum (Type II) is the serum,,,or thq.

me substances, separated from the, ( blood, .

mised against cultures of a Pneumococens. .

known as Type II. The proper ‘Dame

Serum (Type II)”. fr. alatite

ndard preparation is a quantity of«dried

cept at the National Institute for Mﬁao&l
¥ noin
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8. Quality.—(1) Antipneumococcus Berum (Type I_I)"sha‘l_l‘yb'e: ms-lrlr
therapeutic use in the form of either— R iR TE
(a) the serum separated from the blood or plasma of the immunised animals:

or | /
(b the solution of the globulins containing ‘the specific immune’ substances;
or: i ! 8 Pty

() the' dried solid prepared from (i) the natural serum or (i) the globulins
containing the specific immune substances.” =~ 7 AT IOR skl

(2) If issued in fluid form the liquid shall, at the time of issue, be clear or
show, at most, a slight opalescence or precipitate: ‘Preparations of the natural
'serum (the liquid product of decantation’of the coagulated blood or plasma
without' any addition, other thar antiseptic, or subtraction) shall not contain
more than 10 per cent. of the total solid matter. A solution of the separated
globulins shall not contain more than 20 per cent. of total solid matter.

4. Strength -——The potency in units of antipneumacoccus serum. (Type 1I)
shall be determined, in acccrdance with a method approved by the Licensing
Authority, by comparison of the activity of the serum under test in protecting
animals aganst the lethal action of a virulent. culture of Diplococcus pneumontas
(Type II) with the activity under identical conditions of the standard preparu-
tion of antipneumococeus serum (Type II). fras it
- .b.>Unit of Standardisation.—~The unit of antipneumococcus serum (Type '11)
for the purposes of these Rules is that quantity -of the standard preparation
which the Medical Research Council in the United Kingdom may from time to
lirfte indicats as the quantity exucbly uquiyalenk to the unit accepted. for inter:

natiohal use.

“8. ‘Labelling.—(1) The label on’the contaiier shall itidicate—
(a). the minimum total number of units in the conteiner; and :
(by either (i) the potency of tlie preparation expressed ag the minimum
number of units per c.c. in the case of liquid-produects or as the minimumn nm-
bet of units per gramme in the case of dry products;or:(ii) the,total numbey
of c.c. in the container. { oS
(2) The label on the container or the label ot widpper on the package shall
indieate the nature of the particular product, that is to,say, whether natural
serum, & solution of antitoxic globulins, dried matural: serum -or' dried antitoxie
globulins. [ A
(5) The date to be indicated under Rule 109(3)(d) shall not be later than
two. yedrs after the date of manufacture. ‘ RS

7. Mized antipnewmococcus sera.—A mixed ‘autipneumocoeeus -serumi cors

taining antibodies against strains of Diplococous 'pnoumonige other'than those
of the variety known as Type 11, shall, with respect to its content in units of
witipneumococcus serum (Type 1I) conform with paragraphs 4, 5 and 8.

(X) PROVISIONS APPLICABLE TO STAPHYLOCOQCUS ANTITOXIN

. 1. Proper Name.—Stapaylococeus antitoxin is the ‘serum, or the antitoxic
globulins, separated from the blcod of animals” which have been  immunised
agaitist the toxin prepared by artificial culttre on suitable media of Staphy-
Jococei obtained from cases of infection. The staphylococcus toxin ‘is charac-'
terized by its lethal action when injected rinto susceptible’ animals, by the pro-
duction of inflammation and necrosis when  injected. intracutaneously into
susceptible animals, and by its lytic action in vitro on the red blood.corpuscler
of the rabbit. Staphylococcus antitoxin jis.charaeterised by its . power .of
neutralizing these activities of the staphylococcus toxin. when mixed. with it in.
efiective proportions. The proper name of the substance is ‘‘Staphylococeus
Antitoxin®". e e
2. Standard preparation.—The standard, preparation. is a.quantity of|dried
staphylococcus antitoxin kept in the National Institute for Medical Research;
., Hampstead, Tondon. e
8. Quality.—(1) Staphylococcus antitoxin shall be issued for fib.egapepﬁq',usg
in the form of either— § ) : I i aaplsai g
(a), the serum separated from the blood.or,plasma. of the immunised animgls:

or Y 0 Atk % cadotoats tagitiggd
sy éhe golution of the globulins containing the. specific immune subst‘imaes!;
1 . 3 v ' H B |

1 ‘ 2l i

or ot ¢ 1904 5l
(c) the dried solid prepared from (i) the natural serum or (i) the' globilin’
containing the speecific immune substances:. A i ey

(2) If issued in fluid form the liquid shall, ab the time of issue, be clpar or
show, 'at most, a very slight opalescence 'or ‘prédipitate. = Pre; r
aatural gerum (the liquid product of decantation of the coagul
plasma “without any addition, other than!antiseptic, or subtraction
contain ‘more than 10 per cent. of solid ‘matter. * A soliition’ of ‘the sep
antitoxic globulins shall not contain more than'20 per cent. of total solid :

; 41! Strength.—(1) The potency in units|'of ‘!ﬁj)hy oeocelis' antitoxi
flaphgloon i
xih‘&hagﬁ

detorimined, in accordance with a method!approved by’ the
and based on the specific neutralising action of the antito
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E‘ spmgmectriEpredb i 1 ~¥i 3 ‘ i ‘V udardlsed i relamou " the o 'uJ)k"' .

1 4 n uhrh in excess of the total minimum of units indicated on the label

| 1 to ensure that the said mm.lm\mr‘bdﬁl‘ﬁumber of units will stiil be present in
;} b 1 t,lt'b' nte ﬂ_ﬂwxhte .appearingon the label pursuant to Rule 109: (3)) Qﬂ)
| ! t dvhd tthe  preparation may be expected to retain its potencyL i

ardigation —THé"utit of staphylococcus antitoxin for the'; tﬁ‘-

'§s the gpecific' nettralizing activity for staphylococcus xin'
l|in's ﬂi_nmoﬂﬂ’b of the s%dn& ixd preparation as the Medical Resem’ch
ey time to time indicate as the quan itq
'b Ehe‘ﬁmt ficce ﬂar international use.

lldng-—(!} "The Tabel on the contamer shall indicate— il

Jtotal' number ‘of m‘l{ts in the container; and

mpc;»tency of (;be pnepamtxon expressed as the minimum
tox;ln per ¢.c. in the case of liquid products, or us the.
nits of ant;ltax{n per gramme in the case of dry produects or |

15 A < ‘_g .
i:’f ; fE. E,"" . " o 1 df b yﬂ)co%e{.\& ahtitoxin shall contain a ﬂuﬂ{mir&
i ‘

P

0,’)5

: e :
n"‘f"’f’w w;;,

T e

[k (i) | yer of. c.c. in the contamer.
i g 18).° miha container or thalabel or wrapper on the package shall
i ine : e uqmwwf the particular product, that is to say, whether natural
{ serym,; of «antitoxic giobulms. »dned natural serum or dried antitoxic
! gl e A R P SRR i
i B B el e L
! ‘““,é ;Bn ,;,nrmquw 0, AN'rxvmvou SERUM (ANTIVENENE)
i ﬂ&i rtﬂ venom ‘Serum' (or antivenene) is the serum or the
glo Wapevlﬁd neutralising substarices separated from the

blood | vim. 0 I'have been immunized against the venom of one or inore
poigonous “ihe proper name 6f'the substance is Antivenom Serum (or
antivenene) Hlunluby' names of the species of snakes against the venoms of

wh%,.}at k re o o

re ion -1'4“:01 shhdm-d preparations are quantities of the"

dndd‘ om of the Indian Cobra (Naia tripudians), Russel’s Viper (Vipera
‘ russgllif) ke "’t)'m‘f} tral Research, Institute, Kasauli. e
1 8. ity .—(1) Antivenom serum (ar antivenene) shall be issued for thera:

' pentia,use. in, the  farm. of oither— . .., -
] »(d)qtﬁd serum: W&om&e blod or plasma of immunized animals; or’
: () th soI'ution of the globulms conbammg the specific neutralizing subs-

ANCes ; '

| gw a ,ppvyde; prqu;-ed A,@ tixe natural. serum or (ii) the globulms

z containing the specific mouhra.lﬁm\pu stances.

| (2) Tf issued. in fluid form ‘the’ liquid 'shall, at the time of issue, be clear or

: o show, at most, a very slight crpalescence or precipitate. Preparations of the
il 1 uatnrﬂ.lustl;m (the:liguidproduct “of: decaniation of the coagulated blood

1318 . withouticahy: addition; other &ltmﬁ&ﬂtm ‘or subtraction) shall not contain’
i more than 10 per cent. of Ligolid ‘matter. A solution of the separated

r neutralimrg cglobuling ghall nﬁe@tﬁmﬁmore than 20 per cent. of total. solid

matter 'r-qn’,tsn'*n

» 4 :B'ng'ﬁhnﬂ(l’) TThe poténay of @ntivenom serum (or antivenene) shall be
é 1 ; aetermmeﬂ in aecorﬂagoe witha- method ‘approved by the licensing authority.
A k ‘5. Lia iuw-:? ) The 'Ia W;‘conﬁamer shall indicate—
! ; i (a) thepoterc yfﬁ”%, e:pressed as the weight of dried venom .
i isor st which it is prepared, which is !

) y of 4 es. 1S -

: bt ; a1l ueggﬁz Pg;‘ h m ; employed, by one (cubic centimetre of the,
il serum 3

! t4H g \Mer’ %Mﬂﬂe‘bres in the container,

of i

i s B0 o %

| (2) Tﬁi label on ! n}; or t e, | , label or wrapper on the packnge ghall
§ indicate the, nature & roduct, that is fo say, whether natural

] 5@ r & golition "b!" , containing the specific neutralizing
> s ttancea

3 :f"-c.'H*:i'-‘B x{d&Wh ':«“ T globuhns

PART V—Aqm“% 1x8, DERIVATIVES (A) GENERAL Provisions

O

: i APPLICABLE  TO: MINE AND 70 17§ DERIVATIVES
) dard preparations of arsphenamine and
; ’ g of t}ieg &m&% of those preparations kept in the Naﬁohal
1 Institute for Medical Bateanﬁ Hampstead, London.
g i i L "W '.I.ﬁ: tests 8hall be carried out either— :

d by the licensing authority; or
ect, in the laboratories of the licenses.

®

i - a ..
i (2) The : hoensmg authority so direct, transmit to the
x t appointed. i bing, a; sample, from each finished batch of arsphena-
0w 5 : mine,,or, if ended for issue. The sample shall consists of at lsast
d 1 k- sixsealed -conts e o '__L odugt, as;,completed for issue, taken by random .

sampling from h each containing at least 0'6 gramme of.
, 1d1recb that the ‘tests shall be v.amed
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——

accordance with the directions given by tb‘gﬁm

the standard preparation of fnsphenamme or t«he dep

g to the product under test. s
(3} 'I.‘hf-‘ ‘tests shall consist of the £ollowwg — Bl ol il $10805 od

I(a) Test! for mazimum tozicily.—Several; snpmhe . ‘@hmu from: | ieach
finished hateh shall be tested for toxicity by intrayenous!s (m:; whmz-ghmnuh lof:

(0 LLITE ¥ 40

this bvl;tedule relating to a particular deriva ti ¢ taneous,
mJactlou into at leust ten mice and five ratﬂ. oz}ﬁmrqaqu‘; gum ‘e\n;ﬂ mﬂ: e

some other species as the licensing autho;}’q may- qoqsxg : ’
batch shall be passed for issue which sho 8 a ﬁ;\xwéy #ﬁg
standard prepuration when tested under i

conducted in accordance with such deta.iled ﬁlstrueh?ns "
authority may issue. Rintihadng

(b) Test jor therapeutic potency.—Sumples from, each,, baml; shall be: tqqted '
for therapeutic potency on a series of mice or rats infecte w1t o suitable strain
of ‘puthogenic trypanosomes (T. brucei, T.'equiperdum, ets: ‘adcordancs with
the following general method and with such detgxfe& instrudtons’ as’ the hoe‘nsxng
authdtity may issue (i) the mice or rats bon’ "w'hlch the “t88t 15 mide. d 38 [ be
infected with the trypanosome employed to an equal dégrée, Tjﬁé Hegte gémg
determined by enumeration per umit voluthie ‘6f “blood; (i)’ samples from each
batch shall be tested by means of several doses’ each 'of " “which ‘shall be
administered to at least five of the animals, and the vesultghdll be'evaluated' by
comparison with the effects of the standard preparation, administered to amimials
of the same species, having the same degree of mfectlon

4. Method of issue.—Arsphenamine and ' a.ny " derivative of' a.rsphenammu
sha}k be, issued in the form of a dry powden-eithendn- evacuated glass: contdinérs
or_in glass containers which have been filled before being sealed: (withi somie; |
inert, gas to the exclusion of oxygen unless pqmmm,mm by thei licensing !
authonty for the issue of a particular derivative in;. some other form. . «

(B) SpEc:AL PROVISIONS APPLICABLE T0 -NEOARSPHENAMINE = /'

1. Proper name.—Ncoarsphenamine is the sodium *¥alt“of " ‘dioxy didmino-
ursenobenze-methylcne sulphoxylic acid. Ixts pmper na:ﬂe (wign ' Neoarsphena-
mine’ 1iadd Yo o ¥

2. Qualxty —Neoarsphenamme must ha.vE t’he ﬂllowmg phyhcal and &Heﬂn
cal characteristics : —

(a) the substance must bo in the condmon of'a yeﬂo’w’ ary’ pow!ler, Iretﬂy 5
mobilg in contact with glass surfaces, and without odout excepti/ mh-
due to traces of ether or alcohol; v anilinfoly )

(b) the substance must be soluble in wnber, but msoluble -in absol
alcofioldand in ether. I1f 0:6 gramme of the substande'is added o™ 1"ct
meter of distilled water, it must dissolve" rapidly* and completely ‘and
clear, yellow solution, mobile and free fromy gﬁla&iuoua particles:iand sus
mafter of every kind; O I (IR T

(g) & mormal solution of sodium carbon;.te et o.‘i pbmndntdsouhonwt’m‘
a.nh;yd;pus carbonate, added in equal volume to a.10 peimenhmsqneous sdluhin
of ;necarsphenamine, must not produce a [precipifafe ; v o

{(d) diluted hydrochloric acid (B.P.) added'in-equal vdl{mm'lb ‘@10 pbﬂ bbxﬂt
aqueous solution of neoarsphenamine must give a yellow precipitate of the free
acid; from neoarsphenamine. If the mixture is warmed,. nulphur dimdalmun
be evolyed so as to be detected by 1odate7uuqh-p&ppt Tegmes 1f Lalfitg

(e) when a solution of 0'2 gramme of arsph %0 . <:E of \v‘:i\er is

to a.bout one 1

acidified with phosphoric acid and distille s valum
tormaldéhyde must be evolved so as to be 'détested” in "the distillate by 1 | d
rm formed at the line of contact when five d!'o?s"pf a‘l'p :ﬁwﬁ&x‘ s, S
ol is added and a layer of sulphuric acid’is Tun undér’ L
(f) the dry powder, as taken directly from the ampoules in jyhich .W 15 su,e
must contain not less than 18 per cent. nor more than 21 per oent ic, g.l
detehﬁmed by & method approved by the licehsin, A ‘
B f('aat for stability.—The product as #]llq‘d
a temperature of 56°C. for at least 24 hQura ?g
moperties and solubility substantially unchanged at the end

() SeroiAL PROVISIONS APPLICABLE 10 SmnMMﬂ' !

"xkral de 'h'll..»
.1, Proper name .—Supharsphenamine 1; 'is?é"" up—
arseq:openmne -methylene-sulphurous acid. Its groper name ena- |
mine

H  (soikotd mi;l
2. Quality.—Sulpharsphenamine must fhave thq. follow;m phyp}cq.‘ aad
shemical characteristics :—

Lt
(n.) the substance must be in the concg W, E’E’Y;
mobile” it contact with glass surfaces, a tffout oaour, [oxce, 't

lmcus of ether or alcohol;
h){'he substance must be soluble in WFE& I:'ru
4:1‘:11!!49’r T 06 gramme of the substance is'8dde:
miist dissolve rapidly and completely, und'!oﬁh‘
am‘l’ froefrom gelatinous particles and sus
(@) 'w rormal solution of sodium carl:nco&dj

us carbonate, added in equal volm:ﬁ’ﬁéﬂy
uf sulpharsphenamine must not produce a‘ prempxbate

v
| -

MO 0 .-

ri

e e

be
mi
of
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®
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sehloric acid' (B.P.) added to onomuﬁhnc of
us solution dtsulphaxsphenumme must give,! aﬂ;aswrhw
cipitate P@ig free acid from sulpharsphenammﬁ

4 pust be evolved s0 as to be deteam by,
fution oF08 g amme of sulpharsphenamine in 10 e. o“'dfliva"éer
M‘ﬂﬁcﬂ?m distilled to about one-half its volume,
Mmlw to be detected in the distillatasby i a, ;red
line .of contact sthen five drops of a 1 per cent. sol

,,l’yer,d.g ric acid is run under the mxxtu.m,,, FI0 0
e of 1 in 10,000 indigo-carmine solutiony,
arsphenamine must not reduce thennﬂmr

Tk g
q,lgm ﬂuqhtly from the ampoules. in which. mmm
leil w per,gent., or more than 21 per cent. of an

ved by 'the licensing authority. 3
thver L ic potency. —The test of maximum., twmfryr
/preseribed in paragraph 2 (8) of Section (A),of this
M -\ the case of sulpharsphenamine, be cm:adu
umwjﬁ‘ "woe or rats.

t as filled into ampoules shall he .\upb ath,
2t hemxwd-&hall retain its colour, physical propanhsﬁ and.
tmlly unchanged at the end of that period.

: %;Pgw% To DERTVATIVES OF ARSPHENAMINE OTHER.
M}g‘d ¥ SPEOIFTED 17 (B) anp (C) or rmis Part i sl
stance.—In the case of any derivate of arsphenamime OM*
9~and (C) of this Part of this Schedule

™ &
u Jﬂm@%&ﬁ r an import licence shall submit %o the

n a statement of the true chemieal natus
. of the derivative, and a full and detailed accoun: %%f the
5 v thatcomposition is determined and by which* ew‘mi-
';’" W&M\ﬁenmd ;
' m m@&t[shall also submit with his application tHe
he W‘o ‘50 usd for the derivative to which the ap %ﬂmﬁ‘o
3 w " y the licensing authority, may bU sed as

of the- derivative: |

”‘% MW'W” TP "lidkried Ts granted for the manufacture of s‘uoh "
du*iv tive of henamin, tHe' licensee shall carry out on cach batch’ of the
amy; of the chemical tests submitted with the applieation as
ﬁ by the licensing authority, and any others which the authority ey
the composition and securing its uniformity.

m y
o. batch of the danvatm which fails fo pass any of the fests so mupte&,m

o> &hﬂlf‘)heﬁ ‘:::Ejd sk ‘dorw ']

lbi

Tests L Fach batch of such derivative shall fmthm
bo Mbed by bm]omosl methods, for foxicity and potency, according. ter the
methods cribed in Seﬁmmxs Part of this Schedule. In the event
of preparation lable for a particular devivative, the’fests
shall be made in such. form m& thfi results interpreted in accordance with such
cimbnlu-e u—in,

direct. §
VI—INSULXN PR

“iha preparahon of the specific nntldiabeﬁu
oper name is “Insulin’’

Tt shall be a condiﬁlon of every: Tlicenee, ta .

Ny,
3. O

a mixture with any other tﬁera.peuhq ngent
e licensing authority;

wpended in some medium in which: i is uﬁ
ore suspension. » Ty
#The.sfandard preparation is a quazﬁ&yn&'ndry
prepamed and kept in the National heﬁmb fom
Tioridon, 3% i i
“OTHé unit of insulin for the purposes o!"ﬁne
‘ ainéd in such an amount of the standsrd pre-
Regewrelr Council in the United Kingdom ey from
' quanitity exactly equivalent to the unif" %c%l
: aailans
L The | gei /46 prepared watery solution, as determined’ g
icator ‘x‘hlﬁ; Yn such that the hvr'l‘rogen—xon concentration 'is
sponding 46/ PEL=4, or greater than that comupelﬁ!‘ly to

T3 8]

> M tfm' testing the poteney of prepanﬁou in
; preparabion shall be such as the licensing mﬁb‘mﬁ
a 0 ooda Tt

ash batch shall be tested in such illdllﬂll
for the purpose of agcertainingite ‘stability



|

it
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7 Container.—In the case of a prepared solution of iinsulin.the glass: of the
container shall be non-alkaline resistance glass, ay (

8: Labelling.—In the case of prepared solution of insulin the label onthe

container shall indicate the strength as the number' of units per c.c., and in the .

case of compressed tablets as the number of units in each tablet. "
PART VII.—Prrurrary (PosTERIOR LoEE) EXTRACT ° it e
1. Proper name.—Pituitary extract is the watery extrach prepared from’ the.
separated posterior lobe of the pituitary body, or the watery solution of ‘one or !
more of the separated active principles of that lobe. The proper name of 'the! |
complete water extract is ‘‘Pituitary (posterior lobe) Extract’.” "The' proper
name of & solution containing one of the separated active principles is * Oxytbcis
principle of the pituitary posterior lobe’’ or ‘‘Pressor principle of the pituitary
posterior lcbe’ or such other name descriptive ‘6f sucki'a solution as’ ﬂ_xe'-li'cmigg

authority may in any particular case ,approve in ‘Wn!nng R

2. Standard preparation.—The standard preparation is a quantity of ' dried
acetone-extracted substance obtained from the posterior lobes of'fréesh' pituifary
bodizs of oxen. This standard is kept in'the National Institute ‘for ~Medical
Research, Haropstead, London. e el [ TR S 3 el o

3. Unit of standardisation.—(1) The unit oflp'itui\:s.ijy extracts .fé'r the purﬁc;ises |
of these Rules is the specific activity corrésponding to that'yielded" by ‘0-5 '
milligramme of the standard preparation when exfracted by the methdd &pproved-
by the licensing authority under this Part. L e ek
.. (2) Wheu the preparation is a solution of a separated actiwrfripcif‘l?v the,
unit employed in indicating the strength shall be the. amountiof that active
principle yielded to extraction by 0'5 mgm. of the standard preparation as
detérmined by the appropriate biological test: -~ BT (TR, (3
4. Quality.—The acidity of the prepared wafery extract ,'shf:.]l be, such. that,
the hydrogen-ion concentration is not less than that correqund;_z‘;g‘bo,.pﬂ;u},“q;:
greater than that corresponding to pH=8. . DR TR somlics i sl
i b..Tests,—(1) The method used for preparing:the ‘extract from-the standard,
preparation snd for its use in a comparative biological test and the hiological
methods employed . in making. the test shall be such as-the licensing autharity
may from time to time approve. : aae bl LR He S

(2),Samples from each. batch of the finished product shall the. tested.:for.
sterility in accordance with the methods set forth:in, Part. X of the: Rules hnless;
the finished product has been sterilized by heat, in-.a manner, satisfaetory-to the

licensing authority after being sealed in the containers. . = . B ayitaaisit
6. Container.—The glass for the' contaiher shall be non-alkaline: tanee
glass. . - ) i X ey Ay I Tt e Deloation e
7. Libelling.—The label on the container shall indicate the' srength of* g’
extrael las the number of units per cic. ' e R ".",, i ;""7 ﬂ”
8. The date to be specified in compliance with the tegu_irei‘ixenﬁ':bff"h}uh
109'(8Y' (d) shall be such date as the licensing ‘authority” shall‘in’ any"partiovlar
case have approved in writing. ot ; o SEPI ' ! ";; il
£ Y AR P 1 iceaeey alidior
PART VIIT.—LiQuor ADRENALINAX HYPROCHLORIDY B P..FOR, PARENTE ‘ ' 3:
fiseiliyeat L 7L ADMINISTRATION * ' ., * b i Loy odf Bagd
Proper name.—Liquor Adrenalinne Hydrochloridi is: a sterilé - golutiori+ 'éf
adrenaline in normal saline and hydrochloriesmcid, containing in each 100 c.c
nat less than 0:09 gramme and not more than, 0-110 gramme Caqu!N- Al
Standard Preparation.—The standard preparationjis a guantity,of pali
B.P. which satisfies all. the tests, for purity specified in the, Vrﬁ iy
¢epeia. The optical rotation of a 4 per cent. w/v solution of ''s
Ardenaline in N/1 hydrochloric acid, should be between —50 and'—58'd
" Test for ‘potenoy.—A. suitable solution pf adreniline hydroch oride ‘i

e I

intravenously into a cab or a dog by the methods described below prode
rse in the systolic blood-pressure of the animal correspondirg 'to'thiat: gro
by an equal amount of a solution of adrenalihe!B.P: * ! .70 31 ety Ha itk
(i) "Brepdration: of the ‘solution for the 'test.'The" following methed:
gested':—Weigh accurately about 0°050 gramme'of standard ‘adrénaline;
it in 5 c.c. of N/10 hydrochloric acid and diluté thisito: 50 '¢.c./ by thel ddfition
of distilled water, thus making a -1 in -1,000¢solution.. *‘This. solution; must be
recently. prepared, otherwise it deteriorates. - It will keep. for; a, short: time., i
preserved, in hard glass containers in a refrigerator, ‘but. it nrustrbe dis d;
if. any signs of deterioration, such as. discolouration. are ohserved. .. *i .4 .
Suitable dilutions of the standard adrenaline solution ma{y"ﬁue'!i\»bs?htﬁi
in: physiological saline for comparison with equivalent : dilutions . iof, TLiquor
Adrenalinse Hydrochloridi to be tested. . « .1 .. .« . r Lo e
o' (ii)“Methods of Comparison of Potency.——Bither of the following: méthods’
may be adopted :— "“',T. i
" (4) For the purpose of the assay & full grown 'cat;’
bé used: The cat should be anaesthetised witbrmitnl‘la*ﬁg&a ‘ -
chord should be divided and the brain destroyed; the respiration”bei
tained; artificially. The blood-pressure is estimated: by!insenti i idan :
the'jcaretid ‘artery and connecting the same: with/a mercury afianomeer, wi
records on a moving drum. The injections are-made, into: therexposei: fe:

e e

* IPauw I-2880.71
e

R W W A e e
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—_— —
-pressure musti be low and must not vary before experiments
mine the amount of standard solution necessary to cause o sub-maximal
sure by injecting intravenously varying doses of the solution ub
and after a satisfactory dose has been ascertained, -the  uni-
n should be tested by the injection of two or more doses of
56 injections produce approximately equal increases in blood-
X t ! ?hp golution to be tested and of the standard
da carrying the amount of the unknown until two or  more successiye
jeotions raise the blood-pressure to the samo height, indicating that the amount

aotive ‘g 'is the same in the doses used. From the results thus Obtalned,

Strodgth 6f the unknown solution may be determined and adjusted.

o i

e inithal should be snaesthetised with a suitable ansesthetic and maintained
undbr artificial respiration. It is prepared for blood-pressure estimations by
casnla ko the carotid artery and connecting the same with a
ifigmbter which records on a moving drum. The injections are made
o exposed femoral vein. Before the test is made, in case any muscular
entigueh’ ag twitching js present, the dog should receive by mtravenous
finjedtions o suffigient :dose. of ‘curare, but if the animal is deeply anaesthetised ,
‘thils| is-notemeoessary: The: dog should also receive a sufficient dose of atropine
ate. (fromi20-00L gramme -to 0002 gramme) to paralyso the .vagi, ' this
ved by electrical stimulation. Injections must be’ mader ab
of approximately 5 minutes. il i
he ;amount, of, gtandard soiution necessary to cause a rise in blood-
X 10,60 mm,. of, mercury by injecting intravenously varying doses
tion ;and affer. a.satisfacfory dose has been ascertained, the iformity
tionshould, be, tested by ,the injection of two or more doses of equal size.
yjections produce , approximately equal increases in blood-pressure,
injections; of the solution to_be tested and of the standard are made
t of the unknown until two or more successive . injections
sure , to. the same height indicating that 'the amounf of
‘same in the doses used. From the results thus obtained, the
unlknown solution may be determined and adjusted.
a SLUILERR & F 1 ¢ § v s o PR 1o, oL
oules shall 'be made of white resistance glass passing the
of itiity of glass. Containers other than ampoules shall
‘6o J' pegistanice glass passing’ the B.P. tests for limits of
. R ‘éﬁfal' o él I8 1508 ’ e = . L ] 3 z
’ uor Adrenalinse Hydrochloridi shall be kept in small, well-
sed, Botties” or ‘ampoules, protected from light. If the'®olution
Brown' in'‘eolour ‘or ‘b‘mﬁ ins a precipitate, it must be ‘rejécted. A
abls preservative may be added“to the solution. - oo 7
6 Gontainer shall contain the following in addition

Y B ’t"""“""r éﬁ% 1 th
*“Labplling.—The label of fhe ¢

to 8 ‘y&%tﬁ'egr -Ep'_arigcﬁlm pz%éé'ribed'in these rules:— -

1. Strength of the solution. .

;ngh‘elﬁd r‘p\‘,eghg& or “,’"r‘pti'&’able for parenteral injection’.

W5 Dogs (012t 05 il. by injection). e
_ 4. Caution.—If the solution is brown in colour or contains a recipitate it

s ”bje'“‘féjeéﬁéd./' Tl hgmll ide &' v . . p Pl. .

?h'_ T TX.—ANY OTHER @%@m IN A FORM TO BE ADMINISTERED. PARENTERALLY

" 'Tasts.—1. The preparation shall be in & container  which preciudes the

access of bacteria.

wvs 24-Lhe, comy sition, of the, preparation shall be in accordance with: the co;n-
pos @;Zﬁ?ﬁh .on, the ‘tﬁ,? deviations as may be allowed in the com-
position o the prepara; shall be fixed by the Licensing Officer.

8. The preparation shall gbﬁibly with tests for sterility.

"3 "T§ 'thd container ig made of glass, the glass shall pass the tests for limit
of alkalinity in glass 1aid @own in‘the British Pharmacopoeis. TR
ot hed. *'rm ”'K‘—:Svﬁi@q}ﬁ;m?mm AND SURGICAL SUTURE '

1. Proper 'Nwha.-—Surgwu{‘I{gahue or suture is any ligature or form of bind-
ing ‘materigl pre ' f#6m thie ‘gut or any tissue of an animal and offered or
intended,to ba-offered-forsale for use in surgical operation upon the human body.
Where suchiligature. or suturesis. offered or intended to be offered forisale as
sterile. and, ready.dor use the.proper name of the substance shall be «*‘sterilized
surgical - ligature;jor _ ical suture’’ followed, in brackets, . by the
accepted scientific name or a title descriptive of the true nature andorigin of
the substance as, for example:—"sterilized surgical ligature (catgut)”’ or
“T5terilized Surgicdl sutuire e AP
9, Test for Sterility —Every batch of surgical ligature (suture) shall consist

3 Tet for D (suture)

e Vof ¢ pmier uniform conditions and simultaneously
‘o | to'be’ subjected to the same process or series of processes
for-rondering ‘it sterile:” 0 : S IR
8. A B éﬁ;’w ligature (suture) shall be taken from each batch
3 2 t;gaﬁl of the whole quantity of material constitut-
ing the batch.. The'sample sha l,'when practicable, be the contents of at least
conewholé container or and shall be drawn at random from the ywhole
Aumber of ¢ ers or constituting the batch. ) IR

dare

purpose of the assay, a dog of medium size should "be used.
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G Th ‘The sample shall be subjected to the ibangEMQRr»hBﬁngm
sterility : — i

(8) ‘the container or packet shall be opened ‘and the sample vemoved Lwith
' ¥ ) Y L ( I tig

Jasepilc precautions;

(b) "after ali the adherent fluid has been trdined off as coniplétely as possible,
the sample shall be placed entire in a test tibe st least 8 cmg. in"diameter and
17:5 ems. in length and containing 50 mils. af staile distilled water. “This tube
shall then be closed by some method which'will ‘preclude ‘the sdcess of Bacteria,
‘atid ‘be placet in an incubator at 37°C. for 24 ‘hours; ! %

(¢). after this incubation, the sample shall he sdeptically transterred fo s
similar tube containing a solution of 1 per n'em&,] of sodium thiosulphate . n?‘l
per cent. of erystallised sodium carbonate in distilled water, the tube and solution
‘having 'been previously sterilized in the autoclaye. ' In this' solution ‘the taple
shall agdin be incubated for24 hours at 87°€. = } o
~ {d) after the second incubation the sample, shall be again xemoved. asepticaly
and, without further washing, shall be examined for ‘the presence .of liviag
‘bacteria and their spores. ; iy e 2t i

Lhe'sterility tests shall be carried out either |(i): by the methed presoribad in
Rules 417 (1), (2), () and 118 (1); or (i) by placing sne sample 40 a tube wh
leasy 85 cms. 1 diameter and 17'5 cms. in sength. contawing not. less shan
60 milg. of & culture medium prepared by dissolwng: W% per/-cens. ot prepaues
Jugar-ugar in g nutrieut bacteriological broth*, dhe mixture being  stexssed dn
tize autoclave: ; A R T PROT A

Provided that, if a manufacturer satisfies the Heensing ‘authority ‘that he has
@hready in use tests for the presence of living ‘aereobic ‘or anaerobic ‘basteris, and
‘that ‘these tests, us applied by him, wall detect the presence of sueh bacteria m
theligature (suture) as ready for issue with ‘a certainty ‘at“ldast ‘equal to *this
afforded by the application of the tests preseribed Vit ‘the'‘@bowe-metnioned
‘urticles, ‘the licensing authority may approve 'the use ‘of such ‘testslin the
of the¢ 4ests so prescribed; but, in that event, ‘the authority may at'any ' time
withdtaw such approval and require the manufecturer to’carry ‘Gut the prescribed
tests; | oot ol e i

(e) the fubes of culture medium containing the sample shall ‘be ‘inctbated
at 37°C. for 12 days, and examined daily for the growth of ‘bacteria;

(£) i no such growth is detected during thJ,s,ggpxoﬂ, the bateh from which, the
sumple was drawn shall be treated as free from living bacteris. d their gpores,
and as having passed the test:

‘Provided that, if a licensee satisfies thekﬁpnwn&mmw Jthe tests:

resoribed in sub-parugraph (¢) of this par . for. . . subsfances. from
fumbined ‘or adherent antiseptics are not spui,b for, application, to the, ubstanee
which he is licensed to manufacture or import'{ b censing authority may
approve in writing the application of alternafive ests In place of fhe ‘tests so
preseribed. il dits AR G o
Labelling.—~For the purpose of Rule 109 (8) (L) the date on’ Which'the manu-
facture of the batch is completed shall be the date on which ‘the $est for gterility
was completed, el NG ; P e

PART XI.—A.—THE Diciraris Grour oF Druas AND Ercor ANQEW:W}’?‘TWS

1. Proper names, etc.—The proper names,‘,n%dq;d ?;qw:at.iom, - umits. gf
of “belongi ﬁ_i,s‘

standardisation, quality and method of storage g8 to the %
group~amd “of ergot and its derivatives shall ‘be thore ‘specified in*th :
Pharmacopoeia. : ¢
‘2. Wosts —Drugs belonging to the digitalis ﬁp’ﬁ&faﬁtmﬂ‘t& derivatives
shall be’ sibmitted to the tests described in rBri'l&i& armacqpoeia.’’ ;
A s e Wasr {19 < it L) c
B.—FisE-Lver oms (et S S l
1. Units of standardisation.—The units of standardisation for vitsmin pre-
paratious shall be those specified in the Britis,“Ph%;mpoqid. S5 ““: fe
2. Tests.—Fish-liver oils and other vitamin | parations, sh submitted to
one of tho tests for activity specified in the B?ilﬁgsﬁ']?ﬁar}nacgom. : ‘
it Fi s VR ta LB {Psvd RIS
C.—liquon ADRENALINAE HyDROCHLORIDI NOT TO B8 ADMINISTERED r?ﬂlmw-
These preparations shall be submitted to. the/testprescribed in P at VITL:
this Behedule except that they will not be tested: for sterility. - 'The ‘label
the container:and the iabel or wrapper on the package 'shall bear the words ! ‘Nat

to be injected’’ clearly printed in & distinctive manner in addition te.any parti- -

culars ‘presoribed in these Rules. !

‘ |
D.—PREPARATIONS CONTAINING ANY VITAMINS IN(A JOBM NOT T B Apunwpujt

; PARENTERALLY oy : s {
. Definition.—Vitamins include natural and synthetic Vitamins, - synthetic.
dei’iva‘tiy.ah‘df Vitamins, Vitamin esters and synthetic ,substances. having, "
logical actions comparable with those of the aforementioned .substances . a
natural products containing Vitamins. * ‘

i, &) Bioe . dab 1% a1, Go wiquika £ 0 |
Units of Standardisation.—The units of stanﬂandxqetxpn,fg;‘ﬁqml
tions haIlDibc those specified in the British Pharmacopoeia. S

|
! ' 4 k SAXEC IO TOOIRTAn BRI AT
| *Nozn.—The broth may preferably be made by the digestion_of ‘meat with
Dougla’s broth.or Hartly's modification éemt‘. HHADRC IO AVUITOTILN N0 1 r Ty

|
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8 shall be submitted to the tests for
Bri h  Pharmacopoeia or the United States

}‘fﬁ) M‘bﬁ' 8t 4 ‘of each Vitamin per unit of vohi‘n’&éor
be dbolued on the label.

,2. he label on the container and ﬁle label or wrapper on the puckaﬁﬂfa
bear the words ‘‘Not to be injected’’ clearly printed in a distinctive &t,m

addition'to any other particulars preseribed in any other Rule.

H.—PrEp Anmmu OONTAINING LIVER EXTRACT IN ANY FORM NOT T0 BE Anmmnhzn
PARBNTERALLY

ige ieontaining liver t shall be submitted to the ‘tests” ‘pfes-
% ww w he United States Pharmacopoeia.
—The label “on ‘¢ofitainer and the label or wrapper on the
i bear the words '™ ot o be. injected’’ clearly printed in a distinetive
mwer m Wm to any ﬂmcuh'vprescnbed in any other Rule.

m womrm 'Hm S IN ANY FORM NOT TO BE ADMINISTERED

48 . 'PARERTERALLY
itton.—Hormonen include naﬁdral and synthetic Hormones, synthetic

W mm rs and synthetic sub-glandular products

Mﬁniuq ﬂ&mﬁln Sha.ll be submitted to the tests preseribed
( ; 'ﬂmted States Pharmacopoeia or by the

Af, v c rmone is not included in the British
the- Hﬁ- armacopoeia.

§ anid @ ook ey
| { i . 1 Iighalling —The dabiel von the. M‘ner and the label or wrapper on the

Not #6'be injected’” clearly printed in a dmtmchve
u“., {,w,m” ‘,ﬂ m {Prescribed in any other Rule.

1846 “,*f",:,f"' JE M'm ~—GENERAL
it ; Mﬁ ‘any test or method of testing desetibed
“ba'deemed to be a method approved by $he

b nl " lfﬂ" r ny

he licen y
E wm...@
°:’ i m(, LE G
| Hkloe o wir n‘ o qh‘ cRule 97)

publish in the official Gazette from tims
od of testing approved by him.

sl

p r n hv‘.,*w )
v }

; MMcyl derivatives; their salts;
of;

glﬂr%mm*oi their salts.
LE H
Rule 85 (8 and 10)]

1 14 'Y[-dﬁL,' 18 1
§ &lh‘t vlquuhidd. mwﬂhl only upon a prescription given by a
1 P m o4

al practitioner

's of barbituric acid; their salts; com-
. dits  derivatives, their salts, with any other
; substsnce: provided that' cf:apnundn the barbituric acid content of which does
| got gcgﬂd 60 mxl],wm i .!ﬁera,peutm dose shall be exempted.

J ;. dinitrophenols; dinitrothymols.

ite salts; derivatives of para-aminoben-

‘ ) "Eydrogen atoms of the para-amino group
14 or of the sulphonumde group substituted by another radical; their salts,

"Phﬁﬁdnwwmm" acid; their salts, their esters.

Bulph-ultr Wmu D
¢ anly Laoshes B0 anteey o

q .r'r nllm‘:'m ke ——

T i s s SPRERPLE I
W M ey et 101 (0)
4 Particulars as to proportion of poison in certain cases
3 | W“"’ pu Particulars
: J' mm« xm}. blori?,y'f@r;m :my ono alkaloid of aconito that the
‘ ; .n:,«,‘.-,:‘f:;“:»ﬁ‘:‘ zw’m:w;!m .ml ol on calculated to contain on - the

ption that all the alkaloids of aconite in the

itk vo damk of tion were that allzaloid.

'



: ¢ Pavtioulars ) ey
. ! : atid
" Belladonna, alkaloids of > . The same ag s.hove, with the subnmutxon ox' refer-
galabn:u::;mazlkaluidq of ence to ite of a f thp.
oca, oids of .. bean or guch other of the nmd pomom a8 tha case
' ‘Ephedra, alkaloids of g may ré
Ergot, alkaloids of 7 qﬁifq' i e Lol Eiles Ve
Gelsemium,  alkaloids of ! b
.+ Jaborandi, alkaloids of S O VIR st ST RV ths b=
- Lobelia, alkaloids of ! : IS i f ‘ ‘ . arad
Pomegranate, alkaloids of ; ; v, ;
Solanacoous alkaloids not other-
wise included in Schedule &,
‘Stavesacre, alkaloids of: } R ¥ S ALELAVAG D BYORY AT AR e
Veratrum, alkaloids of oAl P 25 1Y
Yohimba, slkaloids of 32
Antimonial poisons % . . The prondeporhogﬁog ;;hst oy ide: (BbyQry ’“\:lﬂ ; o
3 pento (CLA pmmqﬂbn WO e cal-
‘ . A the . ‘had. bp! e ‘r'::id
o I8 mony in pown en. wholly  conve
i ‘ . mé%“x;x trioxide or a.qhmmxx pentox;ds 88 the
& t . ouse may be. ‘ e
Arsenical poisons . - s % . 'The proportion of arsenic trioxids’ (Al.Og) or 'arsenio
pentoxide (As,Og) that the preparation would be
- calculated, to «oom on,, the ;assumption, | thiat the
arsenic ﬁé the poison had been wholly converted
* intoarsenic tnonde or arsenic penboxxd.e as t}.w case

Name of Poison

. th. maybe, 1 :u“s Ci s Ml
Barium, salts of . I P . The pmpomon of o1 mw, nlt
Wy ‘preparation  wo be oal % yoont.sj.p on :t:
assumption that the barium ( i
| been, whol}y p?nymd into )‘dmy sa.lﬁ ;
""Digitalis, ‘glycosides of ; other mtlve The. nuxhber £ units of acﬁlv;ltyu daﬂna British
ﬁ?pnncxples of dxgltahs ; Pl.armmpfm"}moonﬁm m,a Bpeclﬂo qunlg:ityof ﬁhe
g © preparabiondt i iy .t
Hyd.roeyumc neld cya.mdos 3 double The: propprhm of ‘hydroayamd nmd (HQN) that the
cynmdes of mercury and zine. preparation  would be calculated to contain on the
L assumption, that theoyanides in'the poison'had been
wholly.,, eppverted nto:, hydrogyeniol, goidisi:
Lead, comy Eoun.ds of, with aclda ﬁom The propo of m .(PbQ) that theiprepara.
uld 0 ulsted

tion, wb to contain on the assump-
tion, 1 lppd.g.n the poison had boen whony oon.
Vi vorted 1dal oxido.

Mercury organic eompounds of . The proporinm‘qf organically oombmdimeroury (Hg)
; conbatn.ed. m .lm prep&r&,tdoqxv R | WIS |

Phenols AREAE) .v l. . The proporuon of phenola (added- togoﬁhan) mtmod
in the p:reparatxon TR
* Qo ds of ph lt,hs.meml.’l‘horo on''bf “phonols to‘ )
pbeptsny) v b o S, it e el o e
assumption that the compound of phenols| with a
metal had been wholly converted into the corres-
. ponding phenals. .
Pituitary gland, the active prinei les Ezthar—
of. " i " i (@) thol.umber of units ofnoﬁvityud’gﬁmdmtha
quanthy | of ey A ded

q
(b) the proport.lon of pituitary land, qn ﬁnlmm'
or of posterior lobe of the °"’j
oon&mdah ‘the ' prepat s ori/u

@ = A ERE Y af‘“?mm‘ ¢
, whaqbi spepified  quanbity | of (tha pi#nm

) 'i:;z?waao t.dmad togother vm.h?an ' ication
m%’b amount relatos to fresh or bo dried

Potassium hydroxide . & .; . The prop ide (K;0) which
f z tho preparahon would be c&louhbed ‘o contain on

. the . that 'in» the

; " . prepar x?w“; 'h?d been, whoﬁy oonveried into potassium

' mono: .
Sodium hydroxide . A - Tho proportion of sodium: monoxids! md#y ‘which
5 the p would be calculat ’toc;;n 2, on the
nssumpﬁon ﬂmt‘the ‘sodium hydroxide ity tho m
. tion had 'been). wholly conwerted into ‘sodiux -
a5 'y xide. ehnrogine. gkl Lebe o NEHES M)
&0t $ 3 5 #
Strophanthus, glycosides of + . Tho t of Stariddrd Tineture 'of ‘Stropharéiius’'as
defined in the, British Pharmacopoeia,, - which m‘mﬂ!
tho same activity as a specified quanmy of o pre-
oL paration| whén d by the [ d
9 mr.hesmd.thmapoem.,,“ .,,1.,.;;4({ Lasthain
Supra.remal gland, the active prinei- Elt)heh—t f : of“ - ol 39
les of ; their salts. (a) t epro ort.mn of supr: or | cprtex
P ) embﬂll&of%thb as the case may
u_g.,ﬂ‘d i prop gl

b P

) the amount of mpmmm.l la.nd or of
or of-the medulla of the gla.nd as the
be, lﬁon whxcli a speul.ﬁed %ummty of the pre-

l\eﬁh the nt rel '

tio (W or amoun reat.ea to or
dri gla.nd substance,

Thyroid gland, the active principles Iither— |« .\ 0 4 UM |

of ; their salts
(a) the proporhon of thywoid gland:: 4dnh.mad Bz the
preparation ; or i idad
AN _(b) the-amotint of thyrol gmmm-mmma
R e Lt ) quantity of the proparation’ was obtal to-
Ny ‘ . gether with an the | ar b
L gt b O = . xclates to fresh or dried gland.
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7. Quinir



w e e

o w

o >

a

Ted®

9N ASs

EB BEES RE¥ES

a
P
v

cR3de ¥

$¥38F &%

to-
sunt

{
\
bl

bl

ung: [—SEoy 1]

=

|5

=

o
ot

. [Bee Rule 108] A
“.”112;1'?‘3\2&}9"&“-8‘ %ﬂmg mwi not purport or clai?n to cure.
3 t bt OProsy. .

s disdaso. A , fv '; ,Leﬁood};rma.

Lockjaw.,
Locomotor Ataxia.
~'¥ . Lunaocy,

' Lupus.
. Obesity.

aralysis. . . L
Plague i i
bl Rupture. | . i
Sexual impotence.
Small Pox.,
1 Soft Chancre,

, Syphyllis.
Tuberculosis. \ .
Tumours, 4
] ' Venereal Diseases (in genoral). - = /!

SCHEDULE K
o remMygaaxe [See Rule 128]
ol v s of drugs

SRt ‘Ll‘.. :S!i: !. ces'!\nt qi?@ndgd"formediomal Alltbép‘xgvixions_'of Che}_)taf IV of the Act and ths

- )] the condition that
-~ E bt o the drug is not sold for medicinal use or for

drocéle; 1 |x
nfantile Paralysis.

;Z"A auA 2TROY,

I'x =Ly g
| atent and conditions of exemption

" i ¢

- G- logical and q ro-"  All the provisions of Chapter IV of the Act and th®
¢ J‘LU’)IA ‘ducts | specifisd hﬁ«’mﬁ C rules thereunder, subject to the condition  that
4 intended to be used solely for each container shall bear a label indicating ' that

\ ‘ veterinary purposes, the substance is for veterinary use only. i
© 4. Patdnt ‘pm?hry: !meflicined Afll the provisions of Chapter IV of the Act and the
o ,.intended ;to: be] mused -solely for.;, ' /pules thereunder, subjoct to thé condition that “the
AT T AT S PUTpOses, . ., .. s (+description on tho label or the: container shall indi-_
i t S i Thag T g " tﬁnt the medicine is intended for administration

T Taire e mowg b vann cadts) o ‘animals,

8. Drugs supplied by s rogisterod 'All 'the provisions of Chapter IV of the Act and the
;¢ 'oul,pmtitip{ar to his own _rules thereunder, subject 0 the condition that, in
A ol or any drug specified

3 A ;. the case of a medicine containing a substance speci.
Pare e ety g dtile- ¢ supplied’ by /a in Schodule E— ; .
rcrhl ‘at the req ‘of another sﬁ * (@) the medicine shall be labolled with the name
AL ') 2 practitioner if it is  specially and add of the institution by which, or the
' prepared wi fi to the registered medical practitioner by whom, it is
eondition and for the use of an supplied ;
individual patient provided the
gl d medieal practiti is (b) If the medicine is for oxternal g glication, it
not (d) keeping an open shop

shall bo labelled with the words * oison. For
or (b) selling across the counter

external use only ”, or, if it is for internal use
or (c) engaged in the importa- with the dose ;
e : tion, -m ,  distributi
[‘ or sale of drugs in British (¢) the name of the medicine or ingredients of the
i hi India to a degree which d preg i and the quantities thereof, the
4 him liablo to the provisions of dose prescribed, the name of the patient and
E X Chupnﬁ IV of the Act and the the date of supply and, in the case of a medi-
4 rules t or and drugs cine supplied by a hospital or dispensary, the
B 3 supplied by a ital or dis- namo of the person who gave the preseription
: Ppensary maintained or support- shall be entered et the timo of supply in a
ed by Government or a local register to be maintained for the purpose ;
" body o;- by ocharity or volun- @
i tary subscription. the entry in the register shall be given a num-
b bera.ntzythat ber shall be enterod on the
{}"

( hl:bel of the container ;
e) the register and the preseri tions, if any, on which
- the medicines are x}:aued,Pshall be pryeserved for
not less than two years from the date of the last
entry in the register or the date of the Pprescription
! as tho case may be.

6. Medicine supplied by a veterinary  All the provisions of Chapter IV of the Act and the
hogpital or by a veterinary rules or subject to the condition that in
surgeon. 4 the case of a dici taining a sub spe.

4 i cified in Schedule E the container shall bear a
4 . label indicating that the medicine is intended for
i animal treatment.
! i 7. Quinino sulphate . « .+ The provisions of sub-secti (a) (i) of Section 18 of the
Act to the following extent :—
(i) the colour of the drug may be pink, owing to its
e coloured with an edible pinic  colouring

matter ;

(ii) the B, P. tests for readily carbonisable substances
produce a yellow colour of an intensity about four
times the colour produced with quinine sulphate
conforming to the B, P, standard ;

(ifi) other Cinchona alkaloids present shall not exceed

. 6 per cent.; and

(iv) the residue on incineration shall not exceed 0-14
per cent,

8. H. OULSNAM, Secy.

; e 5 ¢ S 1 , ; use in tho manufacture of medicines and does'
vt vt SRR (RS AR : ", .. not purport to comply. with the standard sab
oo RARITR S T IR ‘it outin the Schedule to the Act.
f 19, -other than' biologieal and’ other ‘The provisions of clause (e) of section 18 of the Act.

't/ «special products specified:in Schedulo! " .
n $ I ‘or: preparations. ining+ such. ‘,
REG Iy ; ots, sold, or nooged for sale,

I+7 1 by'way of wholesale dealing

AWJIIAX

e e T—




