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ti1C-'iC drugs will be tbose in the latest edition of Ibe British Pharmacopoeia in wbich they are 
given. 

S. Additional standards lor the Slrength' qualily and purity of biological and other special 
products specified in Schedules C and C ( I) to tbe Rules are prescribed in Part X of the Rules and 
Schedule F. 

MANUFALlURE OF DRUGS (PARTS VII & VIII OF THE RULES) 

6. Pari VII of Ule Rules deals with tbe manufacture of drugs for sale and Part VlII deals with 
the IlliIIlufacLUrc of small qU<ulIities or tlrugs for purposes of examination, lest or analyst';. 

Manufactllrt! ror Sale 

7. Every manufacturer must have a licence for the manufaclure of drugs. 11 be manufacLUres 
drugs at more than one place. a separate licence i' required for each set of premises. Separate 
licences arc pcc-';cribcd for the manufacture for sale of (a) drugs olher than biological and special 
products specifictl in Schedules (' anti CO) and (11) drugs speciftCd in ScheduJes C and CO). The 
Iic:cnccs will be issued by the licensing auLboriLy appointed by we Chief ommissioners in the 
case uf the cenlIally administered areas and by the Provincial Governments under the provincial 
ruks in the case of Provinccs. The period Ul validity of such a licence will be two years and it can 
tx: renewed every two years. If the holtlcr of a lic~ce applies for the renewal of a licence before 
the period of expiry is over. the licence will continue to be in force until orders regarding the 
renewal are passed. 

R. A licence may he suspenl1cl1 or cancelled by tile licensing authority if the licensee fails (0 

comply with Ihe condilions of the lit:encc wbic~ an: given below. The licensee. however, will be 
given 8n opportunity to show cause why his licence should nol be suspended or cancelled (Rule 
85). A person whose liccm:e has heen cancclk'd or suspended can appeal to the District Judge of 
the Dislrlicl Of 10 any lither judicial nfliccr appointed for the PllJlXlse hy the Government within 
three months of tbe Ualc of' the orders. 

I) . An application for n licence In manufacture drugs other than tho 'e included in Schedules C 
cUld C (I) must be ac<.:ompallil:tl oy a fee of Rs. 20. The coowtions 10 be oorervcd oy the licensee 
hcfore the gram of a Iicellce arc that he musl satisfy the licenSing auwority lhal the manufaclure is 
conducted under the personal supervision and direction of competent staff, one of whom mUlIl be : 

(el) A graduale III Pllannacy or PhannaceuticaJ Chemistry of a University recognised by the 
Central Governmcllt. or 

(/J) A graduate in Stlcnce who has sludied ( hemislry all a principal subject for his Degree and 
hm. at lcasllWo years experience in the manufacture of drugs, ur 

(c) A person whose training and knowledge of Chemistry and practicaJ ex.pcrien e for at least 
Ihree ycar~ in the mallufacture of drugs arc considered atlcquate by the Ucensing aulhorilY (Rule 
71 ). 

10. The licensee will have aJso 10 conform 10 the follOwing cOllditi<IDS: -­

(a) He must maintain:tn adequate staff. premises and plant for manufacture and slOrage. 

(b) lie must comply wilh the requircmenrs of the Act and the Rules. Any further amendments 
10 the Rules will be notifieti by the licensing authority four months in advance. 
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(c) He must allow any Inspector authorised by the Iicem;ing authority LO inspecllhe premises 
even without nOlice and draw samples of the manufactured products an(l also to inspect registers 
and record." in order to ensure thaI the provisions of the Act and the Rules are followed. 

11 . In regard [0 licences for the manufacture of biological and other special product" specified 
in Schec.lules C and C (1), the fee to be forwarded with the application is Rs. 20 plus an inspection 
fee of Rs. 100. Before a licence for manutacrure of such products is granted, the establishment 
will be inspected by one or more Inspectors specially appointec.l for this purpose who will report 
to the licen"ing authority. The licensing authority will grant a licence only if he is satisfied that the 
requirements of the Rules have been complied with and thai the conditions of the licence as laid 
down will be observed. 

12. If an application for a licence is rejected the applicant will be provided with the report of 
the inspection to enable him to rectify the defects . If a rejected application is renewed within six 
months, the applicant bas to pay only an inspection fee of Rs. 30. ApplicaLions for renewal of a 
licence after the period of expiry must Qe accompanjcd by a lee of R.. . 20 and an inspection fee of 
Rs. 100 as for a fresh application. The licensing authority has power to get the premises, plant and 
machinery inspected before the licence is renewed and he will renew it only if he is satisfied that 
Ihe conditions of the licence will continue to be observed. 

13. The manufacture of biological and other special products requires special precautions, and 
the Licensee will have to fulfil the following conditions of the licence (Rille 78) :-­

(a) He must provillc and maintain an adequate staff and adequate premjses and plant for the 
proper manufacture and storage of the substance in res~l of which the licence is issued 

(b) If be engages in the culture or manipulation of pathogenic spore bearing miao­
orgarusms, he shall provide to the satisfactioD of the licensing authority separate laboratories and 
utensilS and apparatus required for the culture or marupulation of 'ueb micro-organisms, the 
laboratories, utensils and apparatus so provided not being used for the manufacture 'of any other 
substance. 

(c) lIe musl provide and maintain an adequate staff and adequate premises and plant for 
carrying out such tests of the strength, qUality and pwily of the substance as may be required to be 
carried oul by him under tbe provisions of the Rules, including proper housing for animaJs used 
for the purpose of sucb tests, or make arrangements with some institution approved by the 
licensing authority for such tests to be regularly carried out on his behalf by that instiwtion. 

(d) He must keep records of the details of manufacture of each batch of the ubstance wbich is 
issued for sale and of the application of the tests thereto in such form as to be avaiiable for 

. inspection and to be easily identified by reference to the number of the batch as shown on the 
label of eacb conwner. 

Rec-ocds relating to the substances for which the potency date is fixed will be retained for 2 
years from the expiry of such date. For other substances the records will be retained for 10 years. 

(e) He must allow any inspector authorised by the licensing authority to enter the premises 
with or without ootice and inspect the pcentises, plant and process of manufacture and the means 
employed for standardising and testing. The registers and records maintained by the licensee will 
be subject to inspection by inspectors with or without notice. 
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(f) He must report from time 10 lime to the licensing authority and changes in !he ex.pert 
staff responsible for the manufacture or testing of the suostanccs and any material alterations in 
Ihe premises or plant used for that purpo1ile which have been made since the tlate of the last 
inspection made on behalf of the licensing authority before the issue of the licence. 

(g) He musL furnish to the licensing authority on being requeslcu of such other authority as the 
licensing authority may direct from every batch of the sub1illant."e. Of from ueb balcb or balchcs ft.'i 

the licensing authority may from Lime to lime specify, a sample of such amount as the authority 
may consider adequate for any examination required LO be made and if required, ·should furnish 
full details of the lests which have been applied. 

(II) He must not seU any balCh of which a sample is furnished unless a certificate authori.o;ing 
the sale is issued by the licensing authority. 

(i) He must withdraw from sale any balch of any substance which bas been found nol Lo 
conform with the pres(.nbed standards. and, as far as practicable, recall all issues already made. 

(j) He must nOi seU any drug unless the precauLions necessary for preserving irs properties 
have been observed throughout the perioll after manufacture. 

(k ) He must comply with the provisions of Ule ACl anti the Rules. 

MANUFACTURE FOR EXAMINATION, TEST OR ANALYSIS 
( I'ART YIn OF Tlffi RULES) 

14. A person proposing 10 manufacture for pwposes of examination, test or analysis mall 
quantities of drugs: the manufacture of which is otherwise prohibitell, must obtain a licence unles 
be bolds a licence for manufacture for sale in respect of sucb drugs (Rule 89). No licence fee is 
payable for such a licence. Tb;,: duration of such a licence will be one year from the date of issue. 
The licensee must use such drugs for the purpose for which they are manufactured and mu tallow 
an lnspector to visit the premises to check and ensure that only examination, tcst or analysis is 
being cond~cted. 

15. He must maintain a record of the quantities manufactured and also the persons to whom 
they have been supplied. He should comply with any fmther requirements whicb may be specified 
subsequently by the licensing authority under the Act with one month' notice. The licensing 
authority can cancel or suspend a licence wholly or in regard to some of the substances to which it 
relates, if in his opinion the licensee bas failed to comply with the conditions of the licence. In 
such cases of cancellation be will be given an opportunity to show cause why the licence should 
not be suspended or cancelled. In case of suspension he has the right to appeal to the District 
Judge or any other judicial officer appointed by the respective Government within three months of 
sucb cancellation. 

SALE OF DRUGS ( PART VI OF THE RULES) 

16. A licence is required for sale by way ot' wholesale deaJjng in the case of biological and 
other special prodUCLc; in Schedule C. The licensee will be required to maintain a record of 
purchase and sale of such drugs and,also names of manufacturers and batch numbers [Rule 65 
(5)]. No licence is required for sale by way of wholesale dealing in the case of drugs not included 
in Schedule C. Sale by way of wholesale dealing is defined as sale to a person who buys for the 
purpose of selling again. 
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17. A licence is requirell for retail sak of all drugs. There arc two kind.... of licences for retail 
sale of drug. :­

(aJ a licence LO sell, stock and exhibit for sale ami distribute drugs specified in Schedule C. 

(b ) a licence (0 sell. stock and exhibit tor sale and distribute drugs olher than those specified in 
Schedule C. 

18. If it i~ desired (() obtain a licence for Schedule C drugs, it will not he granted unle. s the 
premi. e are equipped with adequate storage facilities for preserving Ibe properties of drugs to 
which lbe licence applies . 

19. TIle duration of the above licences will be two years and fee Rs , 5 each. They are 
renewable every two years. U' an application for renewal is nOI made before the expiry of a currem 
licence the fee for a fresh licence will he Rs. 10. 

20, A separate licence will be neces ary for each set of peemi es if drugs are sold or stocked 
for sale in more than one place. 

21 . The primary condition for a licence for retail sale is that LIle premises must be under lhe 
direct and personal supervision of a qualified person. 1\ 'qualified person' is deftned as one who 
(i) hollJs a degree or diploma in pbannacy or pharmaceutical chemistry of an institution approved 
by the licensing auLllority, or (ii) is a member of the Pharmaceutical So iely of Great Britain, or 
(iii) has nm less than 4 years pmctical experience in dispensing and has been approved by the 
licensing auUlOrity as a qualified per ·On. The ueseription 'Chemist,' 'Druggist', 'Chemist am] 
Druggi ,t','Pharmacy', 'Pharmacist ', 'Pbannaceutisl', 'Dispenser', 'Dispensing Chemist', 
'Dispensary,' 'Pbannaceutical Chemist'. etc. or any comhiDalioll or such words whether in 
conjunction with other words or oLllerwise must not be used on a signboard, label Of nameplate or 
for advcrtisemem r otherwise unle s the premises arc under Ule personal supervision of a 
qualified person as defined above. 

22. Under the condition of the licence, the following retail transactions musl be camed oul hy 
or under the direct and personal supervision of a "qualified person". [Rule 65 (1)1 . 

(a) Supply of drugs in Schedule E. (Poisons). 

(b) Supply of a drug on the prescription or a registered medical practitioner. 

(c) Preparatjon of a medicine which is supplied on the prescription of a registered medical 
practitioner which is compounded on the pr mises , 

23. '£be retailer will be required to maimain record .. of (a) supply of drugs on llIe prescription 
of a regi 'tered medical practitioner (b) supply of Schedule E drugs (Poisons) and (c) supply of 

chrdule C drugs (biological and special products). lRule 65 (3) and (4)1 , 

24. Tbe supply of a drug on the prescription of a registered medical practitioner will be 
recorded in a register of prescriptions giving the practitioner will be recorded in a register of 
prescriptions giving the following , :­

(a) serial number of the entry; 
(b) the date of supply; 
(e) the name and address of the prescriher; 
(d) the name of lbe patient; 

(e) the name of tile drug or preparation ami lhe quantity or. jn lbe case of a m weine made by 
lbe licensee, the ingredient. and quantities LIlerco[; 

mif the drug is a drug specified in Schedule C, the name of lhe manufacturer and the batch 
number; 
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(g) ule signature of the qualitied per on. by or under whose 'upervision, the medicine was 
matte up and ~upplied , lRule 65 (3)1 

25 If the prcscription is repeated, the entry relating 10 the second and subsequent transaction 
wiU only . how the dale of the reference to the first entry. The serial number of entry in me 
prescription regisl r must be recorded before the prescription is returned to thl; purchaser, Retail 
sales of Schedule C ami Scbctlule E drugs nOl supplied on a prescription musl be entered in a 
registcr specially Illllintaincd for the purpose, the following particulars being l-e(;orded :­

(a ) serial number of the entry; 


(/;) the date of 'upply; 


(c ) the name and address of purcha<;er: 


(d the mune of drug or preparation and the quantity thereof; 


(e) if the drug is a iliug spcciJied in Schcduk C, the name of the manufacturer and the hatch 
number: 

(j) Lbe si!,lllaLurc of thl; person under whose superv~ion the :-;ak W'l') cffecled IRuie 65 (4)] . 

:26, It is also neces 'ary thaL poisons sold hy retail sale !'>hould be labelled with the word 
"Poison" in such languages as the Provincial or Central (iovt!rnmcnt. as the case may be, may 
requirc. 

Poisons kept in retail ~hops or premises used for retail sale must he stored -­

(a ) in a cupboard or drawer reserved solely for the storage or poisons. or 

(/)) ill a part of the premisl!s separaled [rom the remainder of the premL<;es and to which 
customers arc not pcnniHcOto have access. 

They must he kept in containers impervious LO them and sufficiently 'lout 10 prevent leakage 
due to ordinary risks at handling ami transport. 

27 . Thl.! licenc~ for retail sale must be displayeJ ill a prominent place on the premises , 

2X The licensee should report LO the !i\,;cnsing authority any cbange in the expert staff. 
Products specified in Schedules and C ()) musL nol be sold in retail unless the precautions 
IIc(;cssary (or preserving their properties have been taken. 

2l)~rhe licensing auUlorily has lile power to cancel or suspend the li ence fOT sale for nOl 

l'tlnlonning with the provisions of the Act and Lbe Rules but if the failure to comply with the Act 
or rules is due La some act or omission by an agcnt or employee, Lbe licence will not be cancelleu 
unless the licensing authority is salistied: 

(a) iliat the act of omission was instigated or connived at by the owner of the business or, if the 
owner is a firm or company, by a parlller of Iht! linn or a director of the company; or 

(v) lhat the owner of the husim:ss or an agent or employee of the owner had been gUilty of a 
Mlnilar act or omlssion WiLhill twelve months before lhe date on which the a t or omission in 
Ljucstion look place ami thaI Ule owner had or reasonably oughl to bave had, knowledge of that 
previous acl or omission; or 

(c) if ilie acl or omis;ion was a cOntinuing act or omi;;sion, thaI Lbe owner or the busine , bad 
or reasonahly ougbt to have had knowledge of that previous act or omission; or 
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(d) that the owner of the business had not used due diligence to eosure that the conditions of 
Lhe licence or the provisions of the Act or the Rules were observed. 

30. In case of cancellalion or suspen. ion of a licence. the licensee will have the right of appeal . 
to the District Judge of the District or any other judicial tricer appointed by lhe respective 
Government within 3 months [Rule 66(2)J. 

31 . No person may seU or exbibit for sale a producl specified in Schedule C after the date after 
which il'> potency is nol expected to be relained or after which it would acquire a toxicity greater 

. than 	that pennilted by tbe prescribed ~I, but if a registered medical pracLitioner reque IS the 
licensee to seU a time-expired drug be can do so provided he ha ' drawn the attention of the 
practitioner to the dales on the container and Ibe practitioner is satisfietlthaL th sale is required by 
the urgency of the ca<;e and also provided tbat tbc substance is not required to be tested for 
maximum toxicity afler timt period (Rule 110). 

32. The licensee musl produce for the inspection by an inspector all records or registers on 
demand. He is also rC4uired fO preserve such records for a period of notlcs~ than 2 year from the 
date of the last entry in such rcgi~ler. 

IMPORT (PART IV OF Till;: RULES) 

33.Import licences are nc.ccssary only in the ca,<;e o t hiologica1 ano other 'pecial products 
mentioned in Schedules (' and C (I ) and product. imported for examination, te~l or analysis . 
Other dugs can be imported withoUl a licence. All con 'ignments of imported drugs mUSI be 
accompanied by an invoice or other statement gi ving Lbe name and address of the manufacturer 
and the Dames and quantities of the drugs. The Customs-Collector may take samples and gel them 
tested by a laboratory auLboriseu for the purpose by tbe Central Government. He can detain the 
consignments till the rep<)fl on Ole samples is received. Lf the imporler. however, give a written 
guarantee not Lo dispose of sucb drugs wiLhoUl the consenl of lb Customs-CoUeclOr. the latter 
may band over the consignment to him. 'The importer to whom the consignment bas been 
released, will have to rerum the arne eiLher in full or in part as required by the Cn toms-Collector 
within ten days after receipt of nOlice from the latter to do so. (Rule 40). 

34. When drugs are imported for whi h no imporl licence is required a declaration by or on 
behalf of the importer or by or on behalf of the manufacturer that the drugs comply with the Act 

. and rules must be supplied 10 the Customs-Collector. 

35. If the report prove that the samples are not of slandard quality or that they contravene the 
provisions of the Act or Rules relating to the control of imports and if the importer cannot rectify 
such comraventions. he will he required 10 re-export the drugs 10 the country of origin within two 
months of receipt of the report. In the evclll of failure to rc-export wilhi.n this period, tbe drugs 
wiU be confiscaled amI destroyed hy the Government. 

The importer or bis represcntative is given the righl under the Rules 10 represent within tlfleen 
day of the receipt of the report to the Custom -COllector, who may forward tbc repreSenlalioD 
with a further sample 10 the licensing autbority. The lalter will pass final orders, after obtaining a 
fepofl from the Central drugs Laboratory. if necessary. 

36. If llle lesl report reveals detect which can be remedied by the imporler. the Cusloms­
CollectOr may authorise him to import the Urug 00 his giving an undertaking nOI I dispo e of the 
drug witboullhe permission of the eDtral Government. 
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45. If a medicine supplied on the prescription of a registered medical practitioner by a person 
licensed to sell drugs contains a drug in Schedule E (Poisons), it must be labelled with (i) name 
and address of the person by whom it is supplied (ii) if it is for external application, must be 
labelled wi th the words "Poison" and with the words "Pm external use only" and (iii) if the 
medicine is for inlemal usc. it must be labelled with the do~c. 

46. If a medicine is sold otherwise than on the prescription of a registered medical practitioner, 
it must be IaOOlled as indicated below :­

All Schedule E drugs not made up ready for Lreatment must be labelled "Poison" . If Schedule 
E drugs are made up ready for treatment, they must be labelled as follows :­

"Poison" ....... .... ... Drugs for internal use specified in Schedule E 
and not included in Schedule G. 

"Caution. It is dangerous to take Ihi. Drugs included in Scbedule G. 
preparation ellcepf under medical superviSIOn 

"Poison. For external use only" ... Drugs for external applications specitled in 
Schedule E. 

"Poison. For animallrCatmenL only." Drugs made up ready for anilIlal treatment 
specified in Schedule E. 

The words musl, if the medicine includes a substance in Scbedule E (Poison), be in red 
lettering or be set against a red backgrouml. In all cases the words must be on a separale label or 
surrounded by a line within which there shoult! be no words with which the container is required 
10 be labelled by the ruJes. 

47 . Name and address of the SeDer.-Tllc container of a substance specified in Scbedule E 
(Poisons) or a preparation containing a poison must he labelleJ with the name and addres. of tbe 
seUer anti the address of the premises except when the drug is sold for the purpose of being sold 
again in the same cOlltainer. When the substance is sold from a ware-house or depot on a 
wbolesale basis, it will be sunicienl if the container is labelled with the principal place of 
business. 

48. Name ofsuhstabce.-TIlc container of a poison or a preparation containing a poison must 
be labelled with the name of the substance. If. however. a preparation containing such a substance 
is included in the B.P .• or the B.P.C., it is 'ufficienl to label it with the name of the sub LanCe 
appearing in the respective pharmacopoeia with the addition of letters "B.P." , "B .P.C." as the case 
may be (Rule 100). 

49. Statement of qU8btity.-In the case of preparations containing poisons or alcohol. the 
label on the container should comply with the following conditions :­

(a ) Tbe quantity of a poison in the preparation should he stated in grains or minims per fluid 
ounce if !.he preparation is a liqUid or in grains or minims per avoirdupoi.<: ounce if the preparation 
is a solid. 

(b) The label on the container should contain a statement of the average percentage by volume 
in terms of absolute alcohol if Lhe alcoholic content is more than 3 per cent. by volume. 

(c) If a container contains two or more pills, tablets. capsule~, elc., Ihe quantity of poison must 
be stated in terms of !.he quantity in each pill. tablet, capsule or other unit 

(d) In the case of preparations containing poisons which appear in the B.P.. B.P.C. etc .. it is not 
necessary to state the proportion of the poison provided the addition of words "B.P.", "B.P.C." 
elc .. on the label aI'Ler !.he Dame of the item is made (Rule 101). 
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50. Non-sterile surgical ligature must be labelled conspicuously "Non-sterile surgical ligature 
(suture~ not to be used for operations upon the hwnan body unless efficiently sterilised and 
tested for sterility by the processes prescribed by rules under theDrugs Act, 1940 " (Rule 102). 

51. Special provisions relating to the labelling of biological and other special products are 
given in part X of the Rules and Schedule F. 

52. No drug may purport to cure any disease or ailment given in Schedule J, nor may any drug 
claim to procure or assist to procure the miscarriage of women. 

THE CENTRAL DRUGS LABORATORY (pART II OF THE RULES ) 

53. The functions of the Central Drugs Laboratory are : ­

(a) Analysis and lest of samples sent to the Laboratory under the provisions of the Act and the 
Rules by Customs-Collectors and Courts of Law. 

(b) Grant of certificates of registration for patent or proprietary medicines with undisclosed 
fonnulae . 

(c) 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 the Provincial Governments. 

54. Tbe fees to be paid for tests by authorities not under the Central Government are laid down 
in Schedule B to the rules. 

PATENT OR PROPRIETARY MEDICINES (pART m OF THE RULES) 

55. Under the Drugs Act and the Rules all patent or proprietary medicines with undisclosed 
formulae must be registered al the Central Drugs Laboratory. Any package containing a patent or 
proprietary medicine should have the registration number marked on the label with the leners 
"CDL" preceding the registration number. No other reference to registration should be made on 
the label or on any other cover or advertisement enclosed in the package . . If the patent or 
proprietary medicine i unregistered, the true formula or list of ingredients must be stated on the 
label (Rule 103). 

56. When applying for registration, the manufacturer or manufacturer's agent in India will send 
to the Laboratory a 'ufftcient quantity of the patent or proprietary medicine with a sealed cover 
declaring Ibe correct formula of the medicine and specimens of the labels and wrappers. Only the 
Director, or an officer authorised in writing by the Director, will have access to Ibe frnmula which 
will be treated as confidential. A formula can be disclosed only by the Director or by an officer 
authoril;ed by him with the previous sanction of the Central Gove~ent to the extent necessary in 
the case of a prosecution. The formula will be kept in the safe custody of the Director and will be 
destroyed by him two years after the rejection of an application for regislration or the cancellation 
of a registration. 

57, Each registration or renewal of registration will be valid for three years, fees for wbich will 
be Rs. 50. Before renewal of registration. the Director of the Central Drugs Laboratory has the 
option of calling for a fresh sample of the medicine and specimens of the labels and wrappers to 
ensure that the statement of composition conforms to the provisions of the Rules. If the 



11 39 

composilion 01 iJ1C patent or proprietary medicine or its name is altered, the manufacturer or the 
manufacturer's agcnt in India should apply for a fresh certificate of regisuation with the 
prescribed fee of Rs. 50 (Rules 16 and 17). 

58. Should a manufacturer decide to discontinuc any patent or proprierary medicine, he or his 
agent in India will have to give notice in writing to Ule Director within six monLhs of such 
di 'continuancc. 

59. The Director, ('emral Drugs Laboratory. has the auLhority to reject applications for 
registration if the formula declared by me applicant docs not confonn to the resulL<; of the test In 
case of rejection, the applicant can renew the application for re'istratioD with the prescribed fee. 

GOVERNMENT ANALYSTS AND INSPECTORS (PART V OF THE RULES ) 

60. The Act provides for the appointment of Govemmcnt Analysts by the Central Government 
and Provincial Governments whose duty it will be to test or analyse samples taken by Inspectors. 
A person appointed as a Govcmmcnl Analyst must 1I0t be ilirccLly or indirectly engaged in any 
t.rade or bu 'incss connected with any sale of drugs. A govcmmcm Analysl must be ­

(a) A graduate of medicine or 'bemisu'y of a recognised University with at least three years 
posl -grauuale experience of testing drugs in a laboratory under the control of (i) a Government 
Analyst, or Oi) a Chemical Examiner to Government, or (iii) Pellow of me Royal institute of 
Chemistry of Greal Brilain (Bram;h E). or (iv) thc Head of an Institution approved by the 
appointing authority: or 

(b) A nrst or seconu class Jegree in Pharmaceutical Chemistry or Pharmacy or a post­
graduate dt!grce in Chemistry with Phannaccutics as special subject from a recognised University 
with two years post-graduate experience in the analysis of drugs untler (i) a Government Analyst 
appointed untler the Act, or (0) ('hemical Analyser to Government, or (iii) Fellow of the Royal 
Institute of Chemistry of Great Britain (Branch E). or (iv) Ihe Head of an Instilution approved hy 
the appointing authorily; or 

(c) A Fellow of the Royal Instilllle of Chemistry of Great 13ritain (Branch E). 

61. A Government Analyst alloweo 10 test hiological anti olller special products must have 
special qualiJications in thaI he should be a graduate in metlicine or science of a recognjsetl 
University and must produce evidence of satisfactory training in Physiology, Bacteriology, 
Serology amI Pathology anti mu ·t have at Ieru;t three years experience of lesling such products m 
an In titution approved by Government.. 

62. Government may for the first four years after the rules come into operation, appoint 
persons as Government Analyst! if they coI1<;idcr their training anti experience. subject to further 
training, tobe adequate for their duties. 

InspeCiors 

63. The Act provitles ror the appointment of Inspeclors. The rules require that an inspector 
shall be a person wh~ 

(a) has a degrcc in Pharmacy or Pharmaceutical Chemistry or a post-graduate degree in 
Chemistry with Phannaceutics as a special subject of a recognised Uni versity: or 
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(b) is a member of the PhannaceuticaJ Society of Great Britain; or 

(e) is a graduate in medicine or science of a recognised University with at lea~l one year's 
posl-graduate training in a laboratory under (i) a iovemment AnaJy 1 appointca under the Act., or 
(ij) a Chemical Examiner, or (iii) a Fellow of the Royal lnsulUle of Chemistry of Great Britain 
(Brancl) E), or (iv) the Head of a pedally approved Institution. 

64. Only inspectors who have had not less than three years' experience in a laboratory licensed 
tor the manufacture of substances specified in Schedu1c C will be authorised to inspect the 
manufacture of such ubstanc.es. 

During the first four years after Ule enforcement of the Act, however these qualifications may 
he relaxed and any person may be appointed as Inspector or authorised LO inspect the manufacture 
of Schedule C substances, whose qualifications, training and experience are regarded by the 
appointing authority as adequate (Rule 49) 

6S . The duties of an In pector authorised to inspect premises licensed for the sale of drugs 
wouJdbe:­

«(J) to inspect not less than twice a year all establishments licensed for the sale of drugs 
within the area assigned LO bim; 

(b) to satisfy himself that the conilitions of the Hcences are being ob erved; 

(c) to procure and send for lest or analysis, samples of any drugs wbich be has rea on to 
suspect are being sold or slocked or exhibited for sale in contravention of the provision of the 
Act or the Rules; 

(d) to mvestigale any complaint in writing which may he made to him; 

Ie) to institute prosecutions in respect of breacbes of the Act and the Rules; 

(f) 10 maintain a record of all inspections made and action taken hy bim in the performance 
of his duties, including Ule taking ot samples and Ule seizure of stocks, and to submit copies of 
such records to the controlling authority; 

(g) to make sucb enyuiries and inspections as may be nel.:essary to detect the sale of drugs in 
contravention of the Act 

(I/) to detain imported packages which be .bas reasun to suspect contain drugs, the import of 
whidl IS prohibited (Rule 51). 

66. It will be the uuty of inspectors authorised to inSpeCl me manufacture of drugs:­

(aJ to inspect not less than twice a year all premises licensed for me manufacture of drugs 
witllin the area allotteJ 10 him and to satisfy himself that me conditions of the licence and the 
provisions of the Act anJ the Rules are being observed; 

(b) in the ca<;e of establishments licensed 10 manufacture biological and other products 
specified ill Schedules C and C (I) to inspect lbc plant and investigate fully the process of 
manufacture in anual opt!raLion, the means employed for slandardising and testing the drug • the 
methods and place of storage, the technical qualifications of the staff employed and all details of 
location, cOn$lrUClion and administration of the establishment likely to affect the potency or purity 
of the products; 

(c) to send forthwith 10 the controlling authority aHer each im.-pection a detailed report 
intlicuting the conditions or ilie licence am! provisions of the Act and Rules thereunder whicb are 
being observed and the conditions and prOVisions, if any, which are not being observed; 



13 41 

(d! LO lake sample of the drugs manutactured on the pretnlscl> and send thell1 for {esl 01 
analy is in accordance with these Rules; 

(e) to institute proSCl:utiOilS in respect of breaches of the Act and the Rule (Rule '\2). 

67. The Inspectors wlil be under the control of the Chief CommisSioners in the ccntrall~ 

adminisl red areas and the Provincial Governments in the Province:. 

EXEMPTIONS WART XI OF THE RULES) 

Sr4pply ofdrugs by a medical praceilioner lind by a hospital or (".Ipal.mr" 

(Schedule K) 

08. Sub~tances nOI intended for medicinal use are exempted from the provision~ of the Act anJ 
the Rules. This exemption will nOl be appllcahle if the sub lances arc \old for medicinal use. or 
for manufacture uf medicines. or if they purport to comply with tile standards prescribed in the 
Acl and lhe Rule '. 

69 . The Provision:. of lbe Act and Rule~ do not apply LO drugs supplicu hy a registered medical 
pmcLilioncr to his own palienl or by a hospnal or dJspensary maintained or supported by 
(iovemmcnt or a local bouy or hy charilY or vohiALaJ:.y subscription but the eX\!IIlption is subject to 
the conoiLion that in the case of a medicine specifLed in Schedule h (poisons):­

(a) the medicine shall be labelled with the name and address of lbe institution by which. or 
the registered m/Wical practitioner by whom it is supplied. 

(b) if the medicine is for external application. II ~hall be labelled with the words "Poison. r·or 
external usc only" and if it is for internal u e, wlLh the dose 

(c) the name of the medicine or ingredient.. of the preparation, the. 4uantity thereof. tiie do c 
prescnred, the name of lbe patil!llt and the date of supply and, in the ase of a medicine suppheu 
hy a hospital or dispensary, the name of the per 'on wh gave the pre....cnptioll shall be entered at 
the lime of supply In a register tll be maintain!''; ;ur the purpo~c. 

(d) we entry in the register sbalJ be given a number amllhalllumber .ball be entered on lIle 
label of the container. 

I {») the register and the prescripUon. if any. on which lbe medicines are issue~, shall be 
prescrvtJ f('r Dot less than two years from the dale of the prescription, as the case may be 

17,e SlIpplv (?!drugs inteTul/-d for veterinary llse 

70. (a) J ubstances specified in Schedule C (hiological and other ub LanC~) intended to be 
used solely for veterinary purpose are excmplcd from all the provisions of lbe Act and Rules 
subject LO lbe condilJOn I.ha the clInlailler :hall hear a label indicating that the sub. ranee is for 
vctennary use only. 

(b) Patent or propneLary medicines intended to be used solely for veterinary purposes are 
exempled from the provisions of the Act and Rules subject to the condition thal the description on 
the lahd or conLainer sball indicate thaI the medicine is mlcnded for adminislration LO animals. 
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(c) Medicines supplied by a veterinary bospital or by a veterinary surgeon are exempted, 
subjccllo !he condition tbat if the medicine contains a substance specified in Schedule E. Lbe label 
shall indicate that the medicine is intended for anima] Ireaunent. 

CONFISCATION OF DEFECTIVE lJRUGS 

71. If a person is con vicled:­

(a) of manufacturing for. ale or selling or stocking or exhibiting for sale a drug which is nOl 
of standard quality, or 

(b) of selling or stocking or exhibiting for sale a drug specified in Schedule C after the date 
recorded on the conlainer as the dale up to which it may be expected to retain a potency nOl less 
than that required by the presclibed lest or not to acquire a toxicity more than thai permilled by 

the prescribed test, the slOCk oCtbe drug will be liable to confiscation. (Rule 58). 



~ 

Table sbowLag detaUs of licences, etc., uDder the Drugs Act aDd the Rules framed thereunder. 01 

Item Authority to whom applicauon 
should be made 

Fees or renewal 
fees in Rs. 
or licences 

Period of validity 
of Registration. 

application 

Farms to be 
used for 

Rem8Iks 

Registratioo of Patent or proprietary 
cines. 

Director. Central Drugs 
Laboratory. 

50 3 years 3.4 and 6 only drugs with medi~ 
undisclosed fromulae 
need be registered. 

, 

Licence for manufacture of drugs 
other than biolepcal and special 
products in Schedules C and C (I). 

Licensing autho.rity appointed 
by the ProviDcial Govt. or !.be 
Chief Commissioner in the case 
of centrally administered areas. 

20 

-

2 yean; 24 ... 

Uccoce for manufacture of 
biological and other special products 
specifted in Schedules C and C (1). 

Do 20 plus 100 as 
inspection fee. 

2 years 27 Rs. 30 only as 
inspection fee in 
case of re-inspection 

. after rejection within 
six months. 

Licence for manufacture for 
examination. tat or analysis. 

Do .. . 1 year 30 ... 

Licence for wholesale dealing of 
biological and other special products 
in Scbedu1e C. 

Do 5 2 years 19 Renewal fee will be 
Rs. 10 if the 
applicant fails to 
apply for renewal 
before the expiry of 
the licence in force. 

Licence for Rta.il sale ... ... ... Do 5 2 years 19 Do 

Ucence for import of 
biO= and other dru,s specified
in edules C and C (1 . 

LicelUing authority appointed 
by the Central Govt. 

10 2yem \ 8 and 9 ... 

Licence for import of drugJ for 

examination, test or analysis. 
Do .. . 1 year 12 ... 

~ 
(.0) 

II 
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DEPARTMENT OF HEALTH 


NOTIFICATION 


New Delhi, the 21st December 1945 

No. F. 28-10/45-H (I). -In exercise of the- powers conferred by Sections 6(2). ;2 and 33 of the 
Drugs Act, 1940 (XXlllof 1940) the Central Government IS pleased LO make the following rules:­

RULES 

Part I.-Preliminary 

I. Shorr (itle, extent and cOllunencement.-(l) These Rules may be called tb Drugs Rules, 1945. 
(2) Parts I to IV extend 10 the whole of British India. and lbe remaining Parts to the Chief 

Commissioners Provinces of Delhi, Ajmer-Merwara and Coorg. 

{3} They shaJl come into force on 'uch dare as !he Central Government may. by notification in 
the official Gazelle. appoint; 

ProVIJetl that the Cenlral Government may. by the said nOllfication, direcl that specified rules 
shalJ Lake effect only from such later dale as it may appoint. 

2. Dejinilions.-ln tilesc Rules, unless there is anytJung repugnant in the subject or context, ­

(a) 	 "the Act" meanl' Ib Drugs Act, 1·940 (XXm of 1(40): 

(h) 	"British Pharmacoprea" and "BriUsb Pharmaceutical odex" mean !he latesl edItion of, 
and rnclude all addenda and supplements for the lime hcmg current to those compilation , 

(c) 	 "Director" means the Director of the Central Drugs Laboratory; 

(d) 	....onn.. means a fonn set forth in Scbedule A~ 

(e) "Laboratory" means the Central Drugs Laboratory; 

(1) 	 "Sale by way of wholesale dealing" means sale to a person who buyes for the purpose of 
sclling again; 

(g) 	"SchetJuJe" means a Scbedule to these rules. 

Part II. -The Central Drugs Laboratory 

3. Frmclions.-It hall he the function of the Laboratory­

(i) 	 to analyse or Lest su h sample.~ of drugs as may be seD! to it under sub-section (2) of sec­
uon 11. or under suh-section (4) of sel.tion 25. of the At"t; 

(ia) to gram certIficate,.; of registration in re.o;;pect of patcnt or proprietary medicines; 

\ iii) 	 to carry Ou( such oLbl:r duties as may be entrusted to iL by the Central ovenunent or, 
with the permission of the Cenuai Government. by a Provincial Government after consul­
tation with the Drugs TecbnicaJ AdvisOry board. 

3A. The functions of the Laboratory in respect of the followmg drugs or classes of drugs sb.a1l be 
carried out al the Central Research Institute, Kasauli and !.he functions of Director in respect of the said 
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drugs or classes of drugs sbalJ be exercised by the Director of the said InstibJte: 

(1) Sera. 
(2)Solution of serum proteins intended for injection. 
(3) Vaccines. 
(4) Toxins. 
(5) Antigens. 
(6) Antitoxins. 
(7) Penicillin. 
(8) Sterilised surgical ligature and sterilised surgical suLure. 
(9) Bacteriophages. 

4. Despatch oj samples for test or a1lalysis.- (1) Samples for test or analysis under sub­
section (4) of ection 25 of the Act shaU be sent by registered post in a sealed packet, enclosed, 
Logether. with a memorandum in Form 1, in an outer cover addressed to the Director . • 

(2) The packet, as well as lhe outer cover, shall be marked wiLb a distinguishing number. 

(3) A copy of Lbe memorandum in Fonn I and a specimen impression of the seal used to seal 
the packeL shall be sent separately by registered post to the Director. 

5. Recording ofcondition Of sea/s.- On receipt of the packet, it ball be opened by an officer 
authorised in writing in that bebalf by the Director, who shall record the condition of the seals on 
the packet. 

6. Report oj resull oj test or ana;ysis.- After test r analysis, the result of the leSt or analysis, 
together with full protocols of the tests applied, shall be supplied forthwith to the sender in Form 
2. 

7. Fees.- The fees for teSl and analysis shall be those specified in Schedule B. 

8. Signature oj cenificales.- Certificates issued under these rules by the Laboratory shall be 
igned by the Director or by an officer authorised by the Centtal Government by notification in 

Ute official Gazette LO sign sucb certificates. 

Part m.-Registration of Patent 01' Pr-oprietary Medicines 

9. AppliCalion jor registration of patent or proprietary medicines.- An application for 
registration of a patent or proprietary medicine. which is required to be registered under the 
provisions of the Act, 'hall be made in Form 3 by or on hf'.ba1f of the manufacturer or by the 
manufacturer's at(;nt in India to the Director, and shaIl be accompanied b: a sample of the 
medicine sufficient for test or analysis and by a sealed cov.er containing a certificate in FOTDl 4 
declaring the correct formula of the medicine. 

10. Safe keeping ojformulae.- The sealed cover containing the fonnula shall be opened by 
the Director or by an officer authorised in writing by the Director and shall be placed on record in 
a safe, the key of wbich sball at all times remain in the personal custody of the Director. 

11 . Access to jormulae.- No person other than an officer of the Laboralory authorised in 
writing by the Director shall have access to a formula deposited in the Laboratory. 

12. Destruction ojjormulae.- The formula deposited in the Laboratory shall be destroyed by 
the Director, ­

0) if the connected application for registration is rejected, after the expiry of two years from 
the date of receipt of lhe application, or 
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(1) IJ tJ1C applh.:aLlOn is granted bUI lbe certificale of regislration is subsequenUy r311l:eUcd, 
after Ull.! expi.ry 011 wn years [rom I1:w dale of , ueb cancellation. 

n. Ihlc!II.llIre (II tn!oTmariofl. - No person on lbc staiJ of the Laboratory sbaJi dbdosl.! 10 

any Olhcr pcr!'oll nut on tile staff any information relaling to lbe composition of a particular patent 
Of proprietary medicine acquired in the course 01" his Julies in the Laboratory: 

Provided t.bal the Direcetor or any otJler orficer authorised hy him in lbis behalf may. wilh lhe 
previous sanc{jon of the Cenlral Government, disclose any information so acquired to the exlent 
ncces ary for Lhc purposes 01 a prosecution under lbe Act. 

14. AmI/vIis (J{ sGmples. - 011 rcccirl of an applicalion for registralioll , the Direct r may cause 
a sample lO be analyseJ or tested in order 10 ascertain wheUlcc il is in accordance with the 
cC;!rtified famlula. 

15 . Rejection (~r applic:arioll.-(J) If it appears to the Director thaI Ole formula tloe!\ nol 
indicate !;Orreclly all potenl or poisonous ingredienls contained in Lhc rneuicine, IOgeUlt~f wiw an 
approximatt: I'tatcmCnL of the composition of the merucinc or thul [he labels anti wrappers 
inlendcu to be used do nlll confonn 10 we provisions (If Ulesc rules. b~ 'hall reJecl !.he applicatioIl 
for regiSlraLion and shall infonn Lhe applicant of we reasons for the rejection amI supply him with 
tbe full protocols of tile IC.'ts, if any, applied. 

(2) Such reJecLion s!Jall no! uebar tile appltcant from making a Irc:.h appli aLion 

16. IsslIe (If certljicale.- (1) If tile Director is 'aLislicu th,ll the formula indIcate: cOrTI!clly all 
potent or poisonous in!,rreilicnLs contained in me medicine togcthL'r with an approximate slakmCJlt 
01 Lhe composition of the medicine, anti Utal the labds or wrappers intended to he used conform to 
the provi . ions of Ulese rules, be ..ball cause to be i~sueJ a certificate of regi Lralion in f70nn 5 and 
,'hall assign to the cerliticale a registration number. 

(2) A eertilieate uf regiSLraIlOIi shall he valid for a perioli of lbree years and may b' renewed 
for periods of Ulrec years at a lime on an application in I;onn 6 by or on behal r of Ule 
In<UlUi'acturer or by lhe manufaclurl!f's agent in India to the Director. 

en /\. certificate of renewal of regi. lration shaH he In I :onn 7. 

(4) If an applkaunll lor renewal 01 a 'crtificale 01 registration i: made 10 the Director before 
Ihe expiry of three years or hefore the expiry 01 lhc period for wblch il has been renewed !.he 
l.:eTlitlcatc shall continue to h valid unlil orders arc passed by Ule Dire lor on the application for 
renewal . 

(5) Before granung an application {or nmcwalthc Director may require tile applicant to rurnL~l1 
a sample of the medic inc and specimens of the label ' and wrapper. u 'cd therewiUl and he may 
reject the applicatioll if he is satisfied that the registered formula does not indicate correctly all 
pOlent of poisonou.~ ingredicnl~ LogeUler with an approx.imate statement of the composition of the 
medicine or that lbe label ' or wrapper' do nOl cODfonn LO the proviSions of these rules. 

17. Allem/ion of compOSitIOn. Of nume.-If a manufacturer at any time proposes to alter in any 
way the composition or lk'UIle of any medicine for which a certil1cale of registration b' . been 
granted. applicalion shall be mad for a fresh certificate of r~gislraLion by [he manufacturer or his 
agent in accordance wilb Ulcse rules. 
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18. Fees.- 1\ fct! of nfty rupees sball be paid with each application for a certificate or renewal 

of a certificate of registration. and shall in no case be refunded to the applicant. 

IIJ.Copies of ·enificares.- Copies of all certificates issued under rWe 16 sball be retained in 
Lile Lahoratory. and may be issued to lbe manufacturer or his agem on payment of a fee of two 
mpcc~ lor each copy. 

20. Discontinuallce of manufacture.-ll the manuJacture of any registered palent of 
proprietary medicine is uiscontinued, the manufacturer or rus agent sball. within six months from 
the date of sucb discontinuance. give notice of the fact (0 the Director. 

Part IV.-lmport 

21. In this Part­

(a) "imp()rl lkeoce" means a licence in Porm 10 LO imp0l1 drugs specified in Scbedules C 
and C (I); 

(b) "Iicen ing authority" mean!. the authorily appointed hy the Cemral Government to perfonn 
the duties or the.: licensing authority under these rules and includes any person to whom the 
powers of a licensing authority may be delegated under Rule 22: 

(c) "licence for examination. test or analysis" means a licence in Form 11 to import small 
quantitie: of drugs the impon of which is otherwise prohibited. for the purpose of elUUIlination. 
test or analysis. 

22. A liccosmg au!.hority may. with the approval of lhe CentraJ Govemm~nt by an order in 
writing. delegate the power to sign licences and such other powers as may by specified in the 
order to any other person under bis control. 

-~ 

23. Import Licences.- An import licence shall be required for the import of any biological or 
other special product specified in Schedule C or C (1). 

24. FOntl and manner ojapplication.- An application for an import licence shall be made 10 

the licensing authority in Form 8 by the manufaclurer's agent in British India. and shall be 
accompanied by a fee of rupees teo and by an undertaking in Form 9 signed by or on behalf of the 
manufacturer. 

25. Licences for impon Of drugs manufactured by one manufacture(.- A single appUcation 
may be made, and a single licence may be issued, in respect of the import of the import of more 
than one drug or class of drug manufactured by the same manufacturer. 

26. Conditions of import licence.- An import licence shall be subject 10 the foUowing 
conditions :­

(i) \be manufacturer shall at all times observe the undenaking given by him or an his bebalf in 
Fonn9; 

(in the licensee shall allow any inspector authorised by the licensing aulhority in that behalf 10 

enler with or without nouCQ any premises where the imported substance is stocked, to inspect the 
means, If any, employed for testing the substance and to take samples; 

(ill) the licensee shall on request furnish to the licensing authority from every, balch of eacb 
subslance or from such batch or batcbes as the licensing authority may from time to time specify. 
a samplf' of such amowlt as the licensing authority may consider adequate for any examinalio·' 
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required to be made. and the lic!:nsee ·hall . if so required, furnIsh full protocols of the lesls. if any. 
whlcb have been applied: 

j iv) iJ Ille Ikensing auUlOrity so t!Lrecu • the licensee shall l10t sell ur offer Il)r sale any barch in 
respect 01 which a sample is. or protocol arc. fumisbeu under the last preceding sub-rule unLiI a 
certilkatc authOriSing the sale of Ibe baLCb ha.\ been i~suc<1 to him by r on behalf of lhe licenSing 
auLhority: 

(v) Lhl! 1i~cnsec shall. on bei.ng infolll1ctl by Ute liccnsllIg aulborily thal any part of any balCb of 
the substance has been found b, tbe licensing aulborily not to 'onform with lbe slam.Iards of 
strength. quality (mu purity prescribed by Chapter III of the Act or the rules thereunder and on 
hcing llirccled !-o() to dll. wilbiliaw Ibe remainder of lbal balch tram "al amI. so far as may in Ille 
panicutar ciIcumst<Ui(CS of lbt; CIl·C be prru.:L.icahk. recall the issue., already made from that balCh; 

(vi) Ihe licensee !-ohalJ maintain a record of all . ales by him of subslances for the import 01 
which a licence is required, sbowing particulars of Lbe substance and 1 lbe person Lo whom sold 
and sucb [ullilcr parllt:ulars, if any, as the licensing authorily may . pe iry anti such reCord . hall be 
open 10 Ule inspection 01 tiny inS()(! 'Ior authori cd in that behalf by lbe licensing authority: 

(vu) the licensee shall comply witit such lurUlcr requirements. if any. applicahlc u) the hold rs 
if import licences. a.:; may he spect.lied in au rule. sui). cquenLly made under haplcr III (}f the 
Act of whi b the licen.,ing authority ba.~ given 10 him nOllc:. U'll:m Inur month' noticc. 

27 Crall{ vJ imporr licena - n receipt of an applkution for an import licence m the form 
and manner prescrihed in rul 24 the licensing aulbonly sh.ill. on being saLisfieu that, if granted. 
tile conditions of the licence will be observed. issue an import ucence in Form 10. 

2H. Duration oj importlicenc- An imporl licence shall be in force for a period 01 two year.; 
Irom the date of issue. uoles it is sooner. u. pcnd~d or cam:cll d' 

Provided that if application tor a Irc h Iicen e be made three months befm lbe expiry of th 
ex.i:;Ling licence the current licence hall be deemetL l continue in force unLil orders are pas ed lln 

the application. 

29. SUJpension and cQncellc]tion of impnn licence - If the manufaClurer or Itcen. C' Jails to 
comply with any of the conditionol an unport licence, the licensing authority may aller gi mg the 
manufacturer or licensee an opponunity to show cause wh)' such an ordcr should not be pa:scd. 
by an order in writing stating lbe rea 'ons (herefor, suspend or cancel it f r 'uch pClil,u as it thmks 
Ilt. either wholly or in rl!specl of some of lbe sub lances to which II relates: 

Provided that a person who is aggrieved hy the suspension or cancellation f btl' Ikcl1 c may, 
withIn lhree monlils of the date of the order, appeal to the districl judge of the distnu in which lbe 
righL ll1' appeal aCl.:rues or if there IS no L1istrict judge of thai di trict such juilidal tlffict..'T as the 

entral Government may appoint in tilis h~half. having jurisdictioo whose decision haH fmal. 

30. Prohibition oj import after I!xpirv oj potenc).- No bIOlogical or olb f :pecial product 
pecified in Scbedul or C 1) shall be imported after lbe date shown on the label. wrapper or 

container of the drug as Lh uate up to which the drug may he expe ted to retaiu a potency not less 



21 49 
than, or not 10 acqUUl: a 10. ICUy greater Ulan, thal required, or, as the case may be, pennitted. by 
the pre cnbccJ lest 

31 ~'tanJtlrdJ for Cerwm "'lpaned drugs.- No blOlogical or other special product specified 
in Sci dul r (I ball be unported unless it complies WIth the standards of strength. quality 
.md purity. if !my pedHcd in Schedule F. ami the test." prescribed in that chedule ~ 
pplKahl for dctl'nruning whether any u b imponed drug complies with the said tandards. 

2. Packing and labellmg of Imported drugs.- No drug sball be imported unle s it is placed 
and lahcllcd in confonlUly willi the rules tn Parts IX and X and Schedule F. 

. . Import ofdrugs for eXLlmmatlOn. lesl or analysis.- Small quantities of drug the imP( rt 01 

"hlch is nthecw1 c probibited under reetion 10 of tbe Act may be impocted for the purpo o[ 
exammation. te lor analy"i. . ubject to the following condltion::­

(a no drug hall be imported for such purpose except under a licence in Form 11; 

(b) th Ii' e ~hall use the ubslaDces imported under UJe licence exclusively for pwpo~ oj 
examination. (Cst . anaIysi and shall carty on such examination, test or analy 1S in the place 
'pe led in the hceoce. or in such other places as the licensing authority may from time to tune 
, uthnrise: 

(l') 01 Liccn.'t!c shall allow any inspector autbonsed by the licensing authority ID this behalf to 
cnter, with or Wlthuut prior noli c. the premises where the substan es are kept, and to inspect the 
premlses. and iove ligate the manner in which the ub tances are being used and to take amplClt 
thereof" 

{til tttl.' lit' 'IlSCC shall keep a record 01, and shall report to the licensing authority, LIle substances 
Ilnportcd unUcr the Ii cncc. together W1th the quanliues imponed, the date of importation and the 
name of the manufacturer, 

(e) the h 'cc hall comply with uch fwther requiremcnts, if any. applicablc to the holders 
01 lie m:n for examination, test or analysi as may be 'pecified in any rule ubsequenlly made 
und 'r Chapler III ot the Act and of which the licensing authority bas given to him not less than 
one monlbs llllUCC. 

4 ApplIcatIon for licence for exammatton, test or analysis - (1) An application for a licence 
for examination, Ie ·t or analy -j shall he made in Fonn 12 and shall be made or countersigned by 
the head of LIle ID Ijwtion in which. or by a proprietor or director of the company or firm by 

hleb th examlllation. test or analySls will be conducted. 

(2) The llcensing authority may require such further particulars to be supplied as be may 
consider ncc~-sary. 

~ . Cancellation oj licence for exam"'ation. test or analysis.- A licence for ex.amination test 
or anal 'is may he cancelled by the licensing authority for breach of any f the condluons subject 
10 whICh lhe licence was issued. 

(2)A licensee whose licence ~ been cancelled may appeal to the Central Government within 
LIlre mOIlt.ru· of the date of the order. 

; AI. amended vide MIUI!1J'y of Heallb and Worla (Health Divi.!ioD) NauficatioD No. F. 27-l6l49-M.S.• dated 8th 
r-cixull " 195 I 



36. Impon of drugs for personal use.-Small quantities of drugs, the import of which is 
otherwise prohibited under section 10 of Ibe Act, may be imported for personal use subject to the 
following conclitions:­

(i) the drugs shall form part of a passenger's bona fide baggage and shal) be the property of, 
and be intended for the exclusive personal use of, the passenger, 

(ii) the drugs shall be declared to the customs authorities if they so direct; 

(iii) the quantity of any single drug so imported shall not exceed one bundred average doses; 

Provided Ibat Ibe licensing authority may in an exceptional case in any individual case 
sanction the import of a larger quantity. 

37. Packing ofpatelll or proprietary medicines.- (1) Patent or proprietary medicines shall bP. 
imported in containers intended for retail ale: 

Provided that such medicines may be imported otherwise than in containers intended for retail 
sale by any person who balds a licence to import for the purpose of examination, test or analysis. 
or a licence to manufacture for sale or a licence to sell, stock and distribure, if such person bas 
given notice to the licensing authority at any time within the twelve months previous to the date 
of import of bis intention to import drugs under this proviso. 

(2) Retail sale includes sale to a hospital, dispensary or other instituti~n . 

*38. Statement to accompany imported drugs.- All consignments of drugs soughl to be 
imponed shall be accompanjed by an invoice or other statemem showing the name and address of 
the manufacturer and the names and quantities of the drugs as well as a declaration signed by or 
on behalf of the manufacturer or by or on bebalf of the exporter that the sale of the drugs 
consigned is nol probtbited in the country of manufacture. or, as the case may be, the country of 
export. 

39. Documents to be supplied to the Customs-collector.- Before drugs for the import of which 
a licence is not required are imported a declaJation signed by or on behalf of the manufacturer or 
by or on behalf of the importer that the drugs comply with the provisions of Chapter 3 of the 
Drugs Act, 1940 and the rules thereunder shall be supplied to the Customs-Collector. : 

40. Procedure for drugs/or the import ofwhich a licence is not required.- (1) If the Customs­
collector has reason to doubt wbether any drugs, for the import of which a licence is DOL required 
comply with the provisions of Chapter mof the Act and rules thereunder he may, and if requested 
by an officer appointed for this purpose by the Centtal Government shall. take samples of any 
drugs in the consignment and forward them to the Director of the laboratory appointed for this 
purpose by the Central Government and may detain the drugs in the consignment of wiicb 
samples have been taken until the report of the Director of the said laboratory on such samples is 
received: 

Provided that if the importer gives an undertaking in writing not to dispose of the drugs 
without the consent of the Customs-<:ollector and to return the consignment or such portion 
thereof as may be required, the Custoo}s-coUector shall make over the coosignmenl to Ibe 
importer. 

(2) If an importer wbo bas given an undertaking under the proviso to sub-rule (1) is required 
by the Customs-collector to return the consignment or any portico thereof be shall return the 
consignment or portion thereof within ten days of receipt of the notice . 

• A3 amended vitk Miniauy of Health and Worla (lfr.allb DiVWOD) NotifiCllioD No. R 37-2(Y~MS dIted the 41b 
January, 1952. 
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41.(1) If the Director of the laboratory appointed for tlle pwpose by the Central Government 
reports to the Customs-collector that the samples of any drug in a consignment are not of standard 
quality, or thai the drug contravenes in any other respect the provisions of Chapter ill of the Act 
or the rules thereunder and that the contravention is such that it cannot be remedied by the 
importer, the Customs-coJlector shall communicate the report forthwith to the importer who shall, 
wil.bin two months of his receiving the communication, either export all the drugs of that 
description in the consignment to the country in which they were manufactured or forfeit them to 
lhe CentraJ Government whicb sball cause them to be destroyed : 

Provided that the importer may within fifteen days of receipl of the report make a 
representation against Lhe report to the Customs-collector, and the Customs-collector shall 
forward the representation with a further sample to the licensing authority. who after obtaining, if 
necessary. the report of the Director of lbe Central Drugs Laboratory. shall pass orders thereon 
which shall be! final. 

(2) If the Director of the laboratory appointed for the purpose by the Central Government 
reports LO the Cu Loms-collector t.ha.t Lhe samples of any drug contravene in any respect the 
provisions of Chapler m of me Act or the rules thereunder and thal the contravention is such that 
it can be remedied by the importer, the Customs-collector shall communicate the report forthwith 
to the importer and pennil him to import the drug on his giving an undertaking in writing nOlto 
dispose of the l1rug without the pcnnission of the officer authorised in t.his behalf by the Central 
Government. 

42 . Pmcedrlre [or dmgs imported under lict'lIc:e. - Drugs for the import of which a licence j. 

required may he aUowcd to be Imported illt is shown to the satisfaction of the Customs-collector 
thaI they are covered hy a vahLl impon licence granted under these rules . 

43 . The drugs specified in 'chcdule D sball be exempt from the provisions of Chapter 1lI of 
the Act and of the rules made thereunder LO the extenl, and subject to the condition... specified in 
lbat Schedule . 

Part V.- Government Analyst'! and Inspectors 

44 . Qualifications of Government Ancl/ysts.- A person who is appointed a Government 
Analyst under the Act shaJJ be person wh(}-­

(a) is a graduate In medicme or chemiStry of a Ufliver 'ily recognised for this pUIpose by the 
appointing authority ami bas bad nOlless than three years' post-graduate xperience in the analysis 
of drugs in a laboratory under the control of (i) a Government Analyst appointed under the Act, 
(ii) a Chemical Examiner to Government. or (iii) a Fellow of the Royal Institute of Chemistry of 
Great Britain (Branch E). or (iv) the head of an institution specially appmved for Lhe purpose by 
the appointing autbority; or 

(h) has a first or second class degree in Pharmaceutical Chemistry or Pharmacy, or a post­
graduate degree in Chemistry with Pharmaceutics as a special subject from a university 
recognised for ..be purpose by !he appointing authority and has had not less than two years post­
graduate experience in the analysis of drugs in a laboralory under the control of (i) a Government 
Analyst appointed mldcr the AcL (ii) a Chemical Examiner to Government. or (ill) a Fellow of the 
Royal Institute of Chemistry of Great Britain (Brancb E), or (vi) the bead of institution specially 
approved for the purpose by the appointing authority; or 
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(c) is a Fellow of the Royal institute of Chemistry of Great Britain (Branch E): 

Provided that for the purpose of examination of items 1 to 7 and 11 in Schedule C and those in 
Schedule C (1) the person appointed shall be a graduate in medicine or science of a University 
recognised for the purpose by the appointing authority who can produce evidence of satisfaclOry 
training in physiology, bacteriology, serology and pathology and who has bad not less than three 
years' experience of testing biological products in items 1 to 7 and 11 of Schedule C and those in 
Scbedule C (1) in an institution approved by Government; 

Provided furtber that for a period of four years from the date on whicb Chapter IV of the Act 
takes effect in the Province, persons whose qualifications, training and experience are regarded by 
the appointing authority as affording, subject to such further frnimog, if any. as may be considered 
necessary. a reasonable guarantee of adequate knowledge and competence may be appointed as 
GovenunentAnalys~; 

Provided further that no person shall be appointed for any area wbo is engaged directly or 
indrectly in any trade or business connected with the sale of drugs. 

45 . DIllies o/Government AnaIY5ts.-(1 ) The Government Analy l shall cause to be analysed 
or tested soch samples of drugs as may be sent to him by Inspectors or oilier persons under the 
provisions of Chapter IV of the Act and shall furnish reports of the re 'ults of lest or anaJysis in 
accordance with these rules. 

(ii) A Government Analyst shall from time to time forward to Government reportS givmg the 
result of analytical work and research with a view to their publication at the db'cretion of 
Government 

46. Procedure on receipt 0/ sample.- On receipt of a package from an Inspector conlainmg a 
sample for lest or analysis. the Government Analyst shall compare the seals on the packet with the 
specimen impression received separately and sball note the condition of the seal on the package. 
After the test or analysis bas been completed. be shall forthwith supply to the Inspector a report m 
triplicate in FOJm 13 of the result of the test or analysis, together with fuU protocols o( the test 
applied. 

47 . Report 0/ result o/test or analysis.- Aapplica.tion from a purchaser for test or analysis of 
a drug under section 26 of the Act shall be made in Fonn 14 A and the report of test or analysis of 
the drug made on such application shaD be supplied 10 the applicant in Fonn 14-B. 

48 . Fees.- The fees to be paid by a person submitting to the Government Analyst under 
section 26 of the Act for lest or analysis of a drug purchased by him shall be those specified in 
Schedule B . . 

49 .Qualifications o/Inspectors.- A person wbo is appointed an Inspector under the Act 'hall 
be a person who­

(a) has degree in Pbarmacy or Pbarmaceutical Chemistry or a postgraduate degree in 
Chemistry with Pbarmaceutics as a special subject of a University recognised for thiS purpose by 
the appointing authority ; Or 

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

(c) is a graduate in medicine or science of a university recognised for thtS purpose by the 
appointing authority and bas had at least one year's post-graduate trairung in a laboratory under (i) 
a Government Analyst appointed under the Act. or (ii) a Chemical Examiner. or (iii) a Fellow of 
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lbe Royal lnstitute of hemisuy of Great Britain (Branch E), or (iv) the bead of an institution 
speCIally approved for the purpose by the appointing authority : 

Provided that onJy tho c In. peclors who have had nOl less than thrcc years' experience in the 
manufacture and testing of substances specified in Schedule C in a laboratory approved for this 
purpose by the licensing authority. shall be authorized to in pect the manufacture of items 
menuoned in Schedule C : 

Provided further thai for a peri d of four years from the date on which Chapler IV of the Act 
lake' cffcct in the ProvlOce, persons whose qualilicallOns. training and experience arc regarded by 
Ille appuinung authorily as affording. 'ubccl LO such further Imming. if any, as may be considered 
nece~sary, a reasonable guarantee ot adequate knowledge and competence. may be appointed as 
inspectors and autbori:tcd under the preceding proviso: 

Provided further tbat for the purp )sc.~ of mspecuon of retail shops to any specified area any 
oUker of tbe medicaJ or public health department who is a registered medical practitioner or a 
graduate in science may be appointed an t.x-officlO InsPCCIOr. 

50. All Inspectors in a Province haU he under the control of an officer appointed in tills behalf 
by the ('llief Cornmi. ,i ner (he~inaf{cr referred 10 a.. the controlling authority), 

51. /JUlies oj bupeCLOrs of pre1J1lSes licensed for sale. - Subjecl 10 the Instructions of the 
contrOlling authority. iL ~ be till.: dUly of an Inspector authorized 10 inspect premises licensed 
for the sale of drugs­

(I) to ins~cl nOlle's than twict.: a year aU c!'.tahlishmcnts licenseo for the sale of drugs within 
the area ru signcu to him; 

(2) [0 ,atis y him 'clf that the condilions of the licence ' are being observed; 

(3) [0 procure and send for {cst or analy, IS. if ne(;~ssary, samples of any drugs which be has 
reason to USpecl are being sold or slocked or exhibited for sale in contravention of the provisions 
of tbe Act or rules thereunder; 

(4) to Investigate any complatnt to writing whIch may he made to him; 

(5) to Institute Pl'Osct.utions in respect of breaches of the Act and rules thereunder; 

(6) to maintain a r~cord of all inspections made and action takell by him in the performance of 
his duties, including lhe taking of amples and tbe seiJ:ure ot slocks, and to submit copies of uch 
record to the controlling autborily; 

(7) to make sucb enquines and mspecuon. as may be ncces. ary to delect the sale of drugs in 
CODlr'dYI!DLion of Act; 

(8) wht!n so aulhonsed by the 'hief Commissioner, 10 llt!tain imported packages which he has 
reasun to suspect conlain drugs, the import of wluch IS prohlhitcd . 

52 . Duties oj Inspector speciallv cmtltorized to 1n.~peLf the ",aTII~factllre of drugs.- ubject to 
tbe instructions of tbe controlling authority, it shall be the duty of an Inspector authorized to 
inspect the manufacture of drugs­
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(1) to inspect nol tel than Iwkc a year, all premises licensed for the manufacture of drug 
wiLhin lhe area allotted In him and to satisfy himscU that the conditions of the licence and the 
provision of the Act am! rules thereunder arc being ohserved; 

(2) in the case of establishment ' hcensed to manul'a ture producLS specified in Schedules C 
amI C (I ) to inspect Ib(; plmll antI the process of manufacture, the means employed for 
standanlising and testing the drug. the mclhods and place of sLOrage. the technical qualifications 
of the sinff cmployed anti all tktaill- of location. construction and administration of the 
establishment hkely to allecllhe potency or purity uf the product: 

(3) 10 send forrllwilb 10 Ihe controlling authorily after cach inspection a detailed report 
mdicating the wnilillcHls (II' the Ii e.m:e auc.l provisions of the Act and rules thereunder which are 
heing observed mllJ the conditions and provisions. if ,my. which arc DOl being observed' 

(4) 10 take srunplcs oj Ihc drug" manufaclUred Oil the premises and send them for lest or 
analysis in accordance with these rules; 

(5) to instilute prosecutions in re peCL of breaches of the Act and rules Iilereunder. 

5-, . ProlzibillOT! (~r lit.l'c/o.nu(! oj Infnrmmion.-Exccpt for the purpo 'es of official busines or 
when required hy a court of law. CUl Inspector shall noL. williom Ill\.; sanction in wriling of hi' 
ofl1cial superior. disclosc to any person any information acquired hy him in the course of hi. 
official uuI1C!; . 

54 . F(Jrm of order 1101 tn dl.~p().I'e of stock -An order in writing by an InsfX;clor under clause 
(c) of . eelion 22 of the Act requiring a p rson nm to dispose of any stock in his posse. sion .hall 
he in i'-orm 15 . 

55. Form vf receIpt for sen!d dru;:.-A receipl hy all Inspector for the stock of any drug 
seIzed under lausc (c) of eclion 22 of me Act. shall he 10 foonn 16. 

5fl. form or inllmnti(m of purpo.~e of wking .1'll1llple-Where an Inspector takes a sample of a 
drug f()r Ill!! purpose of test or analysis. he ~h~ll1 intimale such purpose in writing in Form 17 to the 
person from wbom he takes it. 

57 . Pmal/tlre {or despmch of sample {() COI'emment Analyst -(1) The portion of sample or ' 
the conlaincr scnl hy an In pector to the Government Analyst for Ie t or analysi under sub· 
section (4) of sel:tioo 2~ of the Act shall be sent by registered POSt or by band in a sealed packc 
cnclosctJ together with a memorandum in Form IR. in an outer cover addressed 10 th 
Government Analyst. 

i2) A copy of 'he memorandum ami a specimen impreSSIOn of (.he s al used to sea1the packe( 
sball he sent to the Government Analyst separately by registered post or by hand. 

5R. Con/lscntroll (}Idm,~ .\·.-When any person has been convicted under Chapter IV of the Act 
for contIav~l1ing the provisions of sub-clause (i) of clause (a) of section 18 of (he Act or of rule 
110. the slock of the urug in respect ot which the contravention has been malie shall be liable to 
confiscallon 

Part VI.-Sale or Drugs. 

59 . (1) The Chief Commissioner shall appoint licensing authorities ror the purposes of th! . Part 
lor such areas a" may be speclfieti 

(2) Applications for Iiccnc~ to ell. stock and exhibit for sale, and distribute drugs hall be 
made in Fonn 1910 tlle licensing autbori(y. and shall be accompanied by a fee of rupees five: 
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Provideu that if the appl,icant fails 10 apply lor a fresh IJcence before the expiry of the licence 
in forc~, the fce for the fresh licence shall be rupees ten . 

60. A lkcnslng authority may with the approval of lhc Central Government by an order in 
writing licJegale the power to IgIl licen cs and uch ower powers as may be spccitied in the order 
10 any olber person umler his conLCol. 

61 . Fonns of licences ru sell drugs.- (I) A licence to sell. stock and exhibit for sale. and 
liistribule drugs other than drug spedlled in chellule C shall be i sued in Fonn 20. 

(2) A licence to sell. stock and exhihll for sale and distribute drugs 'pecified in Scbedule C 
shall be issued in Form 21. 

62. Sale at more than one place - If drug are sold or stocked for sale at more than one place. 
a separate application shall be made. and a sepamle licence shall be issued. in respect of each such 
place. 

63. Durallon of licences.- Licence' 10 ell drugs shall. unless sooner suspended or cancelled, 
be in force for two years from the date of i. sue: 

Provided that if application for a fresh licence i made before the expiry of the period of 
validity of the licence, the licen e sball continue to be in force until orders are passed on !:be 
application. 

64. Condition to be satisfied before a licence In Form 21 is granted.- A licence in Form 210 
for the sale of biological and other pedal products pecified in Schedule C shall not be granted 
unless the aulborily empowered to is ue the licence is satisfied that !:be premises to be licensed are 
equipped with proper torage accommodation for preserving the properties of the drugs to which 
the licence applies. 

65. Conditions of licences.- Licences in Fonn 20 and Form 21 shall be subject to the 
conditions staled therein and to the follOwing general conditions :­

(I) Any drug specified in Schedule E or any preparation containing any such drug and any 
drug supplied on the prescription of a registered medical practitioner shall, if compounded r 
made up on lh licensee' premises, be compounded or made up by or now the direct and 
personal supervision of a qualified per ·on. 

(2) The supply, oLberwise than by way of wholesale dealing, of a drug specified in Schedule E 
or any preparation contaIning any such drug. and of any drug supplied on the prescription of a 
registered medical practitioner shall be affected only by or under the personal supervision of a 
qualified person: 

Provided that this COOditiOD :hall not apply to lhe sale of a preparation containing a drug 
specified in Schedule E supplied otherwise than on the prescription of a registered medical 
practitioner if the preparation bas been made up for sale in a container elsewhere than on we 
premises and the cntainer bas nol been opened since we time when we preparalion w made up 
for sale therein. 

(3) The supply of any drug on the prescription of a registered medical practitioner sball be 
recorded at the time of supply in a prescription register specially maintained for the purpose and 
the serial number of the entry in Ibe register sball be entered on the prescription. The following 
particulars sball be entered in the register­

(a) serial 00. of the entry; 
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(b) the date of ~upply: 

(c) the name and addrcs~ 01 the prescriber; 

(d) the name ot the pallent: 

(e) the name of the dtug or preparation and the qUttfltllY or, in tbc asc ot a mew ine made up 
hy tht: licensee, tlle ulgrcdlcnts and 4uanlilic thereol. 

(l) 11 the drug is a drug specified in Scbedul' ,tIle name of the manufacturer, the bat 'h 
number anti Ult: dale recorded on lbe container Jabel. or wrapper as the dale up to which the 
ubstancc may be cxpcclt..:d IU retain a potency nOI less than, or not to acqwre a toxicity greater 

than that requtn!d or permiuetl hy lbe prescribed test: 

(g) lbe signature of tbe qualified person by or under whose sUJ)\!rvisioll lbe medicine was made 
up and supplied: 

Provided that if the medicine Ii> supplied on a prescription on which tbe medicine bas been 
supplied on a previous occasion, it shall he sufficient If the entry III lbe regL~tcr include a serial 
number. the dale of supply, tb ljuanuly . upplied and a suflicient reference to an entry in the 
register recording the <.lispen ing of the medicine on a previous occa'iion 

(4) The supply of a drug specified in Schetlule E or preparation contaimng any such drug or of 
a drug specified in Schedule C !Jlall tle recorded at the lime of supply in a rcgi let 'pecially 
mruntained for the purpose In whIch Lhc follOWing particulars shall be entered :­

(a) serial number of the entry; 

(b) the dale of supply; 

(c) the name and addre~s of purch~ er: 

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

(c) it the drug is a drug specified in Schedule C. the name ot the manufacturer and the batch 
number: 

(0 the signature ofthe person under whose sU(X.'TVislon the sale was affected; 

Provided that lhj~ condition shalJ nOI apply to upply 'on the prescription of a registered 
medical practitioner Of by way oI wholesale dealing 

(5) Records shall be majntamed of all purchase ' and saJc~ by way 01 wholesale dealing of 
llrugs specified m Schedule C and such records shall include the foUowinE! particulars: 

(a) the dates of purchase and sale;. 

(0) the names and address . of Lhe oucems from which purchased and the concerns [0 which 

sold; 

(c) the name of the drugs. the quantities and the batch numbers. 

(d) the name of the manufacturer. 


Such record sbail be preserved for three years from the date of the sale of lbe drug. 


(6) The Licensee shall produce for mspecuon by an mspector appointed under the Act on 
uemand aU registers and records maintained under these rules, and ball 'upply to the inspector 
sUl:h in~ rmaLion a~ be may require {or the purpose of a<lcenaimng wbether the provi ions of the 
ACI and rules thereunder have been observed. 

(7) Ex.cept where olberwise provided in these rules. all registers and records maintained under 
these rules sball be preserved fOf a perioo oC nOL less than two year from lhe date of lhe lasl entry 
therein. 
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on Notwithstanding anything contained in tlli' rule it shall not be necessary to record any 
particulars in a register specially maintained for the purpo!)e if the particulars are recorded in any 
oilier register maintained under any other law for tlle time being in force. 

(9) Substances specified in Schedule H shcJ1 nOl be sold by retaiJ except on and in accordance 
with a prescription of a registered medical practitioner: 

Provided that no prescriplion )'baJJ be requiretl for sale )r supply to a regislered medical 
practitioner, hospital. infirmary or an in Lilution approved hy an order of a licensing authoLly. 

( 10) For tlle purposes of clause (9) tI prescripLion sbaU­

(a) be in writing and be signed by Lhe person giving it with his usual signature and be dated by 
him; 

(b) specify the name and addre. of the person tor who'c lIeatmenl it is given; 

(c) indicate the total amount of lbe medjcine to be supplied and U1C dose \0 be taken. 

(II) The person dispensing a pre criptinn containing a thug specified in Schedule H shaH 
comply with the following requirements in addition to other rCljuircmenls of these rules:­

(a) the prescription must nol be dispenlil.'d mort! than once unles. the prescriber bas taled 
thereon that it may be dispensed more than once; 

(b) if the pre 'CfipLion conl.a.i[]~ a t1ircction thaI it may be dL"pensed a stated number of times or 
at Slated inlervals it mu I not he di penscd ot.herwise than in accordance wit.h the directions; 

(L) at the lime of dispensing tlll:rc must be noted on the prescription above tbe signature of the 
prescriber the name and address of me seller and the datt: on which the prescription is tlispen. cd. 

(12) Substances peClned in ScheduJe E kept in a Tetail shop or premises used in connection 
therewith shall be storell ­

(a) in a cupboard or drawer reserved solly for the slom'c of poison ; 


or 


(b) in a part of the premises separated from the remainder ot the premises and to w.hich 
customers are not permiUed to have act: S. 

(13) Substances speciftc<.l in Schedule E shall he kepl in l"lllllaincrs impervious to the poi on 
and sufficiently slout to prevem leakage ari..:; ;..g from the ordinary risks of handling and tr<IDspon. 

(14) A substance specified in Scbedule E sold by retail shall be labelle<.l WIth Lhe word 
"Poison" ill such language or languages as the Chief Commissioner may pre cribe by notification 
in the Official Gazette . 

~15) The descripLion "Chemist". "DruggLt," "Chemist and Druggist," "Pbarmacy". 
"Pharm&ci.>t" . "Pharmaceutist", Dispenser", "Dispensing Chemist", "Dispensary". 
"Pharmaceutical Chemist" or any combination of 'ucb words. whether in conjunction with other 
words or othelWise. sball not be used by the licensee in any advertisement or on any label, 
signboard or name-plate or otherwi e in connection witll the sale of drugs by retail unless the 
premises are under the personal supervision of a qualitied person. 

fo.'xplanatio rl - For the purpo es of this Rule. "qualified person" means a person who : ­

(a) holds a degree or diploma in pbarmacy or pharmaceutical chemistry, of an institution 
approved by the licensing authority. or 
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(b) is a Member of the Pharmaceutical Society of Great Britain, or 

(c) has bad not less Iban four years practical experience of dispensing whicb is in the opinion 
of Lhe licensing authority adequate, and has been approved by that authority as a qualified person. 

66. Cancellalion and suspensIOn of licences­

(1) The licensing authority may, after giving the licensee an opportunity to show cause wby 
such an order should not be passed, by an order in writing stating the reasons therefor, cancel a 
licence issued WIder this Pan or suspend it for such Wriod as he thinks fit, either wholly or in 
respect of some of the substances to wwcb it relates, if, in bis opinion, the licensee bas failed to 
comply with any of the conditions of the licence or with any proviSion of the Act or rules 
thereunder: 

Provided that if such failure or conlTavention is the consequence of an act or omission on the 
pan of an agent or employee, the licence shall not be cancelled or suspended unless the licensing 
authority is satisfied: 

(a) that the act or omission was instigated or connived at by the owner of the business or if the 
owner is a fum or company, by a partner of the firm or a director of the company; or 

(b) that the owner of the business or an agent or employee of me owner bad been guilty of a 
similar act or omission within twelve months--before the date on which Ihe act or omission in 
question look place and that the owner had, or reasonably ought to have bad, knowledge of that 
previous act or omission; or 

(c) if the act or omission was a continuing act or omission, that the owner of the busines!: had 
or reasonably ought to have had, knowledge of that pre'''l)us act or omission; or 

(d) that the owner of the business had Dot used due diliger:x to ensure that the conditions of 
the licence or the provisions of the Act or the rules thereunder were observed. 

(2) A licensee whose licence has beeD spspended or cancelled may appeal to the district judge 
of the district in which the right of appeal accrues or if there is no district judge of that dislrict 
such judicial officer as the Central Government may appoint in this behalf within t.bree months of 
the date of the order. 

67. The warranty referred to in sub-section (3), section 19 of the Act shall be either in Form 22 
or in Form 23. 

Part VII;·-Manuractun for sale, 

68. Manufacture on more than one set ofpremises.+ If drugs are manufactured on more than 
ODe set Qf premises a separate application shall be made and a separate licence sball be issued in 
res~t of C<I~ ucb set of premises. 

69. Applications for licence to mamifacture drugs other than special products.- Applications 
for the grant or ienewal of licences to manufacturers for sale drugs other than those specified in 
Schedules C· and C (I) shall be made to the licensing authority appointed by the ewe! 
Commissioner for the purposes of this Part (hereafter in this Part referred to as the licensing 
authority) in Form 24 and sball be accompanied by a fee or l.qlCCS twenty. 

70. Fonn Of licence to 1TUU1,lfacture drugs olher than special products.- Licences to 

manufacture for sale drugs other than those specified in Schedules C and C (l) shaD be issued in 
Fonn 25. 
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71.Condilions to be sati~fied before a licence is grallted.- A licence in Form 25 shalJ nol be 
granled or renewed unless the licensing authority is satisfied that the manufacture will be 
conducted under the aClive direction and personal supervision of a competent technical taU 
consi ling of atIcaSl one pcr, 011 wllo is­

(l) a graduate in Pbarmacyor Pbarmaceutical Chemistry 01 a university recugnised by the 
Central Government for the purpose of lhis Rule. or 

(2) a graduate tn 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 

(3) a person whose general training, knowledge of chemislry and praclkal experience. 
extending over nol les. than three years, in the manufacture of drugs are in Ute opinion of the 
lie nsing authority adequate. 

72 . DlItalion of licence.-A lIcence in Fonn 25 shall. un1cs sooner suspended or cancelled. be 
in rorce ror a penod of two year~ from the date of i ·sue and may thereal·tcr be renewed for periods 
of Iwn years at a ume: 

Provided thaL if applicatioll for renewal IS made before the expiry of the period of validity of a 
licence. the licence ·ball continue in force until orders are passed on such application. 

71.Cerllfic£lte of renewal.- The 'crLificate of renewal of a licence ill Fonn 25 shall be i ' ued 
in Form 26. 

74. Conc/illOl1s (~,. licence.- A liccnLI! in Fonn 25 shall be subject to lhe conditions slated 
therein and In tbe foUuwing t:Onditions:­

(a) Ule licensee sllaH provide and maintain an adequatc taft" anu adequatc premi 'es and plant 
fonhe proper lrulClut'acture and storage of tbe substances in respect of wbi 'h the licence i. issued; 

(b) ille lkcnscc shall comply with the proVisions or the Act and of IhCllC rules and with such 
further requirements. if any, as may he spe Hied il any rules suh. cljucntly made umler bapter IV 
of l11e Act, of which the Licensing authority has given the licensee not less than four monlhs' 
notice; 

(el the Licen. ce shall allow any inspector authorised by ilie licensing authority in that bebalf to 
enter. wiLb or without prior 1l0U e. any premises where the manufacture of a substance in respect 
of which the licence is issued is carrieo on, to inspe~t the premi e and to Lake , amplcs of the 
manufactured product; 

(d) the licensee shall allow an inspector to inspect all registers and records maintained under 
these rules and sbaU supply to the in peclor. uch infonnation as he rna require tor the purpo 'e of 
ascertaining wheUler the provisions ot th Act and rules thereunder have heen observed 

75 . Form (~l application lor licence to m.anufacture drugs JpeciJied in Schedules C and C 
(I) - Applications for the grant or renewal of licences to manufacture drugs specified in 
Scheuules C and C (1) shall be made to the licenSing authority in Fonn 27 and l>hall be 
accompanied by a fee of rupees twenty and an inspection fee of rupees one hundred . 

76. Form of licence to manl~facture drugs speCified iT~ Schedules C and C (1).- Licences to 

manufacture for sale drugs spccil1cd in Schedules C and C (1) shall be is ued in Fonn 28. 

77. Duration of [ic:ence.-A licence in Form 28 shall, unles ' sooner cancelled or suspended, be 
in force for a period of two yean. from the uatc of issue. and may thereafter be renewed for 
periods of (WO years at a lime: 
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Provided thaL if application for renewal is made before the expiry of the period of validity of a 
licence. the licence shall continue in force until orderS are passed on the application. 

78 . CondiTions of Iicence.-A licence in Fonn 28 shall be subject t{)lthe special conditions. if 
any, set OUI in Schedule F which relate to the substance in respect of which the licence is granted 
and LO the following general condition : ­

(a) 0) th licensee sball provide and maintain an adequate staff and adequate premises and 
planl for the proper manufacture and storage of the substances in respect of which the licence is 
issued; (ii) without prejudice to the generality of the foregoing requirement, every holder of a 
licence wbo for any purpose engages in the culture or manipulation of pathogenic spore-bqring 
micro-organisms shall provide lO the satisfaction of the licensing authority separate laboratories 
and utensils and apparatus required for the culture or manipulation of such micro-organisms. the 
laboratories, utensils and apparatus 0 provided nOI being used for the manufacture of any other 
substance; 

(b) the licensee shall either (i) provide and maintain an adequate staff and adequate premises 
and plant for carrying out such les of the strength, quality and purity of the substance as may be 
required to be carried out by him under the provisions of Part X of these Rules, including proper' 
bousing for animaJs used for the pwpose of such leslS, or (ii) make arrangements with some 
institution approved by the licensing authority for such tests to be regolarly carried out on his 
hebalf by that institution; 

(c) the licensee shall keep records of the details of manufacture of eacb batch of the substance 
which is issued for sale and of the application of the lests thereto in ucb fom as to be available 
lor inspection and 10 be easily identified by reference to the number of the batch as shown on the 
laneJ of each container. anti such record shall be retained in ·!he case of a substance for which a 
potency date is fixed, for a period of two years from the expiry of sucb date and in the case of 
oLher substances for a period of ten years; 

(d) Lhe licensee shall allow any inspector, au!horised by the IiceD ing authority in I.hal behalf, 
to enler, wiLh or withoul prior notice, any premises where the manufacture is carried on and to 
inspect the premises. and, in Lbe case of substances specified in Schedules C and CO), to inspect 
the plant and the proce s of manufacture and the means employed for standardising and testing 
the substance; 

(c) 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 lake sample of the manufactured product and shall suppl y to such inspector such 
information as be may require for the purpose of ascertaining whether the provisions of the Act 
and rules thereunder have been obscrvetl; 

(0 the licensee shall [rom time to time report to the licensing authority any changes in the 
expert taff responsible for Lhe manufacture or testing of the substanCe and any material 
allerauons in the premises or plant used for that purpose which have been made since the date of 
the last inspection made on bebalf of the licensing authority before the issue of the Ucence; 

(g) the licensee hall on request furnish to !he licensing authority or uch other authority as the 
licensing authorilY 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 
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may consider adequate for any examination required LO be made and the licensee shall, if so 
required, furnish full protocols of the tests wbicb bave been applied; 

(b) if the licensing authority so directs, the licensee hall not sell or offer for sale any baLCh in 
rc pect of whicb a sample is. or protocols are, furnished under !.he last preceding sub-paragrapb 
until a certIficate authorising the sale of the balcb bas been issued to him by or on bebalf of the 
licensing auLhority; 

(j) the licensee shall on being informed by !be licensing authority that any part of any batch of 
!.he substance hru been founu by the licensing authority not to eontonn wi!b the tandards of 
strength. quality of .purity specified in these rules and on being directed so to do, withdraw me 
remainder of thal batch from ale and, so far as may in the particular circumstances of the case be 
practicable, recall all issues already made u'om that batch; 

G) no drug manufactured under the licence shall be sold unless !.he precautions nece ary for 
preserving its properties have been observed throughout the period after manufacture; 

(k) the licensee 'ball comply with the provision ' Of the Act and of these Rules and with such 
further requirements. if any as may he specified in any rules subsequently made under Chapter IV 
of the Act . of which the licensing authority has given the licen ee nOl Ie s than four month ' 
notice. 

79 . Inspection before gram of licence.-Bcfore "\ licence in Form 28 is issued, lhe licensing 
authority shaH cause the establishmenl on which the manufacture is propo ed 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 premi es and the plant and appliances, inspect the 
process of manufacture intended La be employed and the means to be employed for ~tandardising 
and te ling the ubstance to be rnanufa tured and enquire into tbe professional qualifications of 
the technical staff to be employed. 

80. Report by lnspeclor.-The Inspector or Inspectors shall fOrv.'ard to the licensing autbOrilY a 
detailed descriptive report of the result of the inspection. 

81 . Procedure of licensing QuthOrity.-{I) If the ticen ing authorilY, after such further enquiry, 
if any, as he may consider neces ary, is satisfied lhat the requiremenL.. of the ruJes under the Act 
have been complied with and that the conditions of !.he licence and the rules under the Act will be 
observed, he ball i sue a licence in Form 28. 

(2) If Lhe liceD, ing authority is DOl so . alisfied, be sball rejecl the application and shall inform 
the applicant of the reasons for sucb rejection and of tbe conditions which must be ' atisfied before 
a licence can be granted and shall supply the applicant with a copy of the inspection report. 

82. Further applIcation after rejectlOn.-If within a period of six months from the rejection of 
an application for a licence the applicant informs the licenSing authority that the conditions laid 
down have been satisfied and deposilS an inspection fee of rupees thirty the licensing authority 
may, if after causing a further inspection to be made he is satisfied thal the conditions for the granl 
of a licence have been complie.d with, issue a licence in Form 28. 
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83. RenewaL.-On application being maue for renewal, the liccnsmg authority may cause an 

inspeclJon to be made and, if satisfied lhaJ. Ule conditions of the licence and the rules tmdcr the 
Act are, and will continue to be. ob crved, shall issue a certificate of renewal in FOlm 26. 

84. The provision of this part sball apply to the manufaclUre of drugs for sale notwithstanding 
mat such drugs are manufactured for sale outsIde India. 

85 . Cancel/Q{i(Jn and suspension ofltcences.-{l) TIle licensing authority may. after giving LIle 
licensee an opportunity La sbow cau,'e why such an order sbould not be passed, by an order in 
writing stating the reason!; therefor, cancel a licence issued under lbis Parlor suspend it for snch 
periOli as he thinks Ill, either wholly or in respect of some of the substances t which it relaLes. if. 
in his opinion. the licensee has failed to comply with any of tbe condiuons of the liccnc or with 
any provision of the Act or rules thereunder. . 

(2) A Jicensec whose licence bas been uspended or cunceUcd may appeal to the disl1;CI judge 
of the di lriCl in which the right of appeal accrue~ or it tbere is no tH:Lriel judge ()t that district 
~uch judicial officer as the Centra! Government may appoint in this behalf within three months of 
the lillte of the order. 

Part VUl.- Manufach.r~ for examination. test or analysi . 

86. Conditions relating to fIIl1f1u(aC(ure for e.).Q111 inaliOfl, (est or £In,,[ysi.t-ll]t! provisions r . 
section lH of the Act shall nol apply to !he manufacture of any drug ill small ltuantiLie' for the 
pUlJlose of examination, test or analysis if Ule conuitions prcscrihed in thi." part ar;' fulfilled. 

87. Labelling.-J\ny drug manufacturetl. for lhL: purpose 01 examination, t~t or analysls sbaH 
be kept in containers bearing labels inilicaling the pU[Jlose ror whIch it bas been manufactured. 

88 . Labelling of dmgs stlpplled to other persorls.-If any drug manufactured for the purpose 
of examination, rest or analysis is supplied hy the m:mulaclurcr to any other per ·on. the container 
shall hear a label on wbich shall be stated the IIwn~ and address of the manulacturcr, tbe acceplCtl 
scientific Dame of the sub~..mce if known. or if lIot known a reference which will enable the 
substance to be idenLifietl. and the purpose for which it bas been manufactured 

89 Licence.-lf the person proposing to manufacture a drug for t.he purpose of examination. 
lest or analysi.~ does nOl boh.l a licence in FOnD 25 or Form 28 in respect of such drug he ~hall, 
heron:: commencing SUdl manufacture, obLain a lil:cncc in I'orm 29. 

90. Form of application-An appli alion for a licence in Fonn 29 shall be made 10 Lht! 
licensing authority appointed by the Chief Corrunissioner for the purposes of this Part (hereafter 
in this Part reierred 10 as the licensing aulhonly) m ForrD 30 and shall be made by or 
counlersignetl by Ule head of the institution in which, or a director of Ule firm or company by 
which, the substance will be manufactured. 

91 . Durarion of [icence.-A licence in Fom\ 29 shall, uniesli. sooner canccllcll, be ill lurel! f r 
a period of one year from the dale of issue. and may thereafter be n:newed for periOw. of one year 
at a time. 

92. Conditions of bcence.-A licence in Form 29 : hall he subjcct to tIl following 
condltions:­

(a) the licensee shall use the drugs manufactured under the Licence exclUSIvely (or purposes of 
examination, test or analysis. and . hall carry on !he manufacture and examination. test or analysis 
at the place specified in the licence; 
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(b) Ibe licensee shall allow any Inspector authorised by the licensing authority in that behalf to 
enter, with or without notice, the premises where the drugs are manufactured and 10 satisfy 
himself mat onJy examination, le!>1 or analysis work is being conducted; 

(c) the licensee shall keep a record of the quantity of drugs maufactured for examination, test 
OT analysis and of any person or persons to wbom the drugs have been supplied; 

(d) the licensee shall comply wilb such further requirements, if any, applicable to the holders 
Of licences in Form 29 as may be specified in any rules subsequently made under the Act and of 
which the licensing authority bas given him Dot less than one month's notice. 

93. Cancellatcon of licences.- (1) The licensing authority may after giving the licensee an 
opportunity to show cause why such an order should not be passed, by an order in writing stating 
the reasons therefor, cancel a licence issued under this Part, either wholly or in respect or some of 
the substances 10 which il relates, if. in his opinion, the respect of some of the substances to which 
it relates. if, in his opinion. the licensee bas failed to comply with any of the conditions of the 
licence or with any provision of the Act or rules thereunder. 

(2) A liceosee whose licence bas been cancelled may appeal to the dislrict judge of the district 
io wIDch the right of ap~ accrues or if there is no district judge of that district such judicial 
officer as the Central Government may appoint in this behalf within three months of the date of 
the order. 

Part 1X.~abelling and Packing. 

94. Exemption ofcenain drugs from certain provisions ofthis pan.­

(1) The provisions of this Part sball not apply to a drug sold for export 10 a place outside 
Pakistan. 

(2) The provisions of rules 96 to 101 inclusive shall not apply to a medicine made up ready for 
treatment, whether after or without dUution. which is supplied on the prescription of a registered 
medical practitiooer by a person licensed under these rules to sell drugs, provided that. if the 
medicine contains a substance specified in Schedule E, the following conditions are satisfied:­

(a) The medicine sball be labelled with j:be name and address of the licensee by whom it is 
supplied. 

(b) If the medicine is for externalapplicalion, it shall be labelled in the maDnez prescribed in 
rule 98 with the word "Poison" and with the words "For external use only". 

(c) H the medicine is for internal use, it shall be labelled with the dose. 

(d) Con~tion (3) of the conditions is rule 65 shall be satisfied. 

95. Prohibilwn of sal~ or distribution unless /abelled- Subject to the other provisions of 
these Rules, no person sball sell or distribute any drug (including a patent or proprietary 
medicjne) unless it is labelled in accordance with these Rules. 

96. Mantler Of labelling.- (1) Subject to the other provisions of these Rules, ~ particulars 
with which the container of any drug is required to be labelled under this Part shall appear in a 
conspicuous position on the inneunost container in which the drug is packed and on every other 
covering in which tba1 container is pdCd: 



36 

Provided that when the drug i contained in an ampoule it ball only be necessary, excepi 
where otherwise provided in these rules, to label the ampoule il'elf with (1) lbe name and 4uanUty 
of the drug anti (2) the name of the manufacturer. 

(2) Nothing in these Rules shaH be deemed La require the labelling of any traIl parent cover or 
of any wrapper, case or other covering used solely fUf the purpose of packing, uanspon or 
delivery. 

(3) Where by any provi. ion of these Rules any particulars are required LO be di 'played on a 
lahe1 on the container. such particulars may instead of being displayed on a labe1. be etched, 
paiIlled, or otherwise indclibly Il'llllkcd on tbe container. 

Provided that, except where otherwise provided in these Rules, the name of the om 1 or any 
distinctive letter intended to refcr to th drug shall nO( be etched, painted or othcrwi e indelibly 
marked on the container. 

97. Labelling o!me(ilclfles.- (1) The container of a medkine for internal use made up ready 
lor the treaUllcnt of human ailment.! 'hall­

(a) if it contain!> a ~ubstance specifIed in Schedule E, and not specified in Schedule G, be 
labelled wilh Ibe words "poison" : 

(b) iJ It conlains u sub 'tauce speCified 10 Scheuule G, be labelled with Ulc worus "Caution. II is 
dangerous LO t.ak t.b.is preparation ex.cept under medicaJ supervi 'on". 

(2) The conlainer of an embrocation. liniment, lotion, liquid antiseptic or olber liqmd meJicine 
for ex.ternal application, which is made up ready for the lfcatmCnL of human ailments, shall. if Ulc 
medicine contain. a ,ubsl.aIl\:c pecitied in SChedule E, be labelled wilb the words "Poi on. For 
external usc only". 

(3) The container of a medicine made up ready for t..be trealmenl of animals ball, if the 
medicine contains a ubstance pecificd in Schedule E he labelled with the words "Poison. For 
animal treauncnl only" . 

(4) fbe container of a medi in which is lIot made up ready for treatment, • haIl, if the 
medicine contains a ubstance pccified in chedule E he labelled with the word "Poison". 

[o;xplaflalion:-A medicine 'hall be deemed to be made up ready for treatment if it is made up 
and labelled with a dose ready for use, whether after or without dilu{lon. 

98. Manner of /abellillg.- The words with which a container of a medicine ~ required to be 
labelled under rule 97 , ba11­

(a) if the meclicine contains a ,ubstance pecified in Schedule E either be in red lettering or be 
sel againsl a red background. and 

(0) in all cases shall either be on a separate label or be surrounded by a line within whi h there 
shall be no oUlcr words except words with which Lhe container is required to be labeUt:d under 
these rules . 

. (}C) . Labelling with (he flame and address vf .I'eller.- The container of any sub, tance pecified 
in Schedule E, or preparalion containing such -;ubsLance shall be labelled with the! name and 
ad<lress of the seller and tbe address of lbe premise on which il wa~ sold: 

Provided that when the substance or preparation IS '>old m a ontainer and ouLer covering, it 
shall be sutlicient if the name and address of t..be seller appears either on the container or on the 
OULer covering: 
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Provided further that wben the substance or preparation is supplied from a warebouse or depot 
in the course of wholesale dealing it shall be sufficient if the container is labelled with the seUer's 
principal place of business. 

100. Labelling with the name of substance.- (1) SUbject to the provisions of this rule, the 
container of any substance specified in Schedule E, or preparation containing such substance shall 
be Jabelled with the name of such substance. 

(2) For the purpose of this role. the name of a substance shall be the term under wbicb it is 
included in Schedule E: 

Provided that. where the said Ieml desaibes a group of substances and not the substance 
specifically, the name of the substance shall be : ­

(a) if the prep3ration is included in the Brtish Pbannaco(nia or the British Pharmaceutical 
Codex, one or other of the names or synonyms or abbreviated names set out therein; or 

(b) in any other case the accepted scientific name where known, or if not known the name 
descriptive of the true nature or origin of the substance. 

(3) In the case of a preparation included in the British Pharmacopreia or the British 
Pharmaceutical Codex, or any dilution or admixture of sucb a preparation, or any surgical 
dressing for which a standard is prescribed in the British Phannaceutical Codex, it shall be 
sufficient, notwithstanding anything in the foregoing sub-rules, to stale the name, synonym or 
abbreviated name used to describe the preparation or surgical dressing in the British 
pbarmacopreia or the British Phannaceutical Codex, with the addition of the letters "D.P." or 
"B.P.C.", as the case may be. 

101. Labelling with statement ofquantity.- (1) Subject to the provisions of this rule, the label 
of the container of any preparation containing not less than 3 per cent. by volume of alcohol. or a 
substance specified in Scbedule E, sball include a statement of the quantity of alcohol or of the 
said substance contained in the preparation as hereafter provided. 

(2) If the preparation contains alcohol, the quantity of alcohol shall be Slated in terms of the 
average percentage by volume of absolute alcobol in the fmished product. 

(3) If the preparation contains a substance specified in Schedule E, the quantity sball be stated., 
in the case of a liquid, in terms of grains or minims per fluid ounce, in the case of a solid. in terms 
of grains or minims per avoirdupois ounce; 

Provided that the quantity may be stated in terms of the metric system; 

Provided also that wben two more pills, wafers, lablelS~ powders, capsules or the like are 
packed iI:. the same container, the quantity shall be slated in terms of the quantity present in each 
pill, wafer, tablet, powder, capsule or other unit 

(4) In the case of a preparation containing a substance specified in Schedule I , it shall be 
sufficient to slate on the label the particulars specified in that Scbedule. 

(5) In the case of a preparation included in the British PbarmacopWa or the British 
Pharmaceutical Codex or any dilution or admixture of sucb a preparation. or a sm-gical dre.\smg 
for wbich a stanaan! i.~ prescribed in the British Pharmaceutical Codex the conwner of which is 
labeUed with the name used 10 desaibe the article in the British Pbarmaootnia or the British 
Pba.rmaceuticoJ Codex with the addition of the letters "B.P." or "B .P.C.". as the case may be, it 
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'haJJ not be ne tlssary to Slate on LIlc label LIlc pr p< ruon of LIlc ~ubstancc specillcd in Scllc~ule E 
contained in Lhe preparation. 

102. Non-Srerile Surgical Ligature and Sullire.- Every container of. and wrapper enc:iosing 
. urgicaJ ligature or uture other Lhan n ligruurc or suture offered r intend 1I I be otIer d for 'a!c 
as :Ierile shalJ bear a label on wbich are printed or wnllen in a c()n,picuou~ manner in illl.lclihic 
red ink Lbe words "Non-sterile surgical ligature (suture) - not La he u 'cd for operati ns upon !.b 
human bolly unless efficiently slcriliseLi and lesled for sterility by LIle process prescrihcd by Rules 
under the Drugs Act, 1940" . 

103. Additional proVIsions for patent ul proprieTary 1IIediclnes.- t1) There shall he printed or 
wrillen in indelible ink on we OUler label of t!very pa 'kage conLaining a registered patent or 
propriclary medicint:! the lelle "CDL" foUowe<l by the registration number of the medicine 
allotted by the Central Drugs Laboratory: and no Oilier reference LO the certificate of regi. tration 
or to the fact of rcgi '!ration ball be made 00 any label on the contameJ: or any covering in wbich 
the container i. packed or any oilier wrillen mauer or advertisemenl 'neJo ed therein . 

(2) The name and address of the manufa turer sball be printed on the lahel of the container of a 
patent r pr priewy medicine 

(3) The lrue formula or Ibt of ingredients sball he printed or weiHen III indclihle ink on the 
oUler label or every package containing an unregisLl!red palenl or proprietary medicine. 

104. Use of leiters B.P. and n.p. C- The leiters "B.P" and "B .P.C." shall be entered on the 
label on a urug only for the purpose of i.ldi aling that the d.rug i.. in accordance with the ~landard 
SCI OUI iu the British Pharrrulcopo;ia or the British Phannaccutical Codex as !.be case may be. 

105. Packing of parenl or propm' III f)' medic:inl's.-/'. !"lalcnl or proprietary medicine ~hail be 
made up in containers intended for retail sale. 

106. Diseases which a drug nUl not purport 10 cure.- No dfllg may purport or claim to cure 
any disease or ailment specilied ill Schedule J. or 10 procure or assi. t to procure til miscarriage of 
women. 

Part X.-Special provo 'ioru; relating to biological and uther pecial products. 

107. Name of substance.- If any 'uhstan'c specified in cb dule i' advertised or sold as a 
proprietary met.licine or b contained ill a medicine so advertised or SOld. the name 'laLeu in 
Schedule F as being th accepled scientific name or name descriptive of the uue nature and origin 
(befCinafler referr d to as the "proper name") of the subslance shaU appear on \.he label in the 
manner prescribed in Lhis Part. 

108. COllcoiners.-(l) No substance pecified in Schedule C sbal.l be 'old or offered for sale 
unle's it has tx;~:1 sealed in a previou ly sterilized glass onlainer in such manner as will 1D the 
opinion of the licensing aulllorily uffice to preclude the access of bacteria: 

Provided that in the case of . urgicalligalure Of ulure the conLainer may be of some substance 
oUler than glas '. 

(2) Wh n any soch substan e i issued in liquid form in container which are sealed in such a 
manner that portions of the content!> can be withdrawn for u e on differenl occasions. Lbe Uquid 
shaD contain a ufficient proportion of some antiseptic to prevent the growth of any organism 
which may be ccidcntally inl.rOOuced in th proce. of removing a portion of the conLeots 01 the 
container. 
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0) The container shall comply wi!b such further requirements. iJ any, ao; are specified in 
Schedule r in that bebalf. 

(4) The licensing authority may in Lhe ca.,e of any particular preparation of any !lucb suhstance 
dispense with tilly ol the requirements of thiS Rule or of Schedule F. and may make such 
additional requiremenls. as having regard 10 lbe nature ot the preparation, they may deem 
nece~sary. 

lOY. Labelling.-( I) Every phial, ampoule Of other container of a . ubstance spt:dfied in 
Schedule C shall bear a label on which is printell or wrillen in indelible ink lbe following 
particulars and such furlber partjcular, if any, as arc , pecified in Schedule F:- ­

(u) the prop r name or the .'ubstance in lellen; not less conspicuou than those in wbich Ule 
proprietary name, if any. is printed or wrillen. and following immediately after or under such 
proprietary name ; 

(h) the number of every licence under which the substance or any of ilS con tiwen(J Lo; 
manufactured or imported. preceded in the case of import licences by the words "Import Licence": 

(c) a distim:live balch number, that is to say, the numher by reference lO which th prescribed 
tests. anll details of manufacture of tJlC particular hatch from which !be substance in the contain r 

is Laken arc pcnnancntly ret:orJcd anti availahle tor inspection; 

(d) Where a lest fur potency in units i .. fCquired hy these Rules. a stalement of the polcn y in 
units detineu in terms of rdatinn lO tbe stamJaru preparalion spccilicd in . chcdulc F : 

Provided thaI thi!' clause shall not apply in the ca,e oj" vaccine lymph or surgicaJ Itgalurc r 
,uture 

(2) lllC particular.; presnihcll in clauses (1.1). (h) ant.! (L) oj !be preceiling :-.uh-rule shall be 

[1rilllcu or written in inuehbh.: ink. dther 011 the label borne hy a container of vaccine lymph or on 
a labd or wrapper affixed 10 any package. in whjch the container is L'isued I'm sale. Th said 
particulars hall be illllcHhly marked on the !>calco container oj surgical ligature or lIUlurc or 
printed or wnlfCIl in indelihle lnk on iI lahel enclosed (hcrein. 

(3) The following particulars amJ \ucll further particulars, if any, as arc spccifi din Scll dule F 
shall he printed or wrillen in indelihle ink either on the label borne by llle container of any 
),uoslance spt."Cified in Schcuul (' or Oil a labcl or wrapper affixed 10 any package iu which any 
such container is issued tor sale ;­

(a) the name alld aduress 01 the manura 'lurer of the final P:ooucl; 

(h) lhe date on which the manufa lure of the particular batch from which the suo, tanee in lhe 
c()ntainer is taken wa<; compleled. Wi detineu 10 Schedule F or, if there is no definition in Schedule 
P, ru. hereafter dermed in LhL" Rule. and in the ca<;e of vaccines prepared 1rom con entraLes. the 
uate of com pie Lioll of the final products and the bottling for i. sue; 

(c) where a lest lor maximum toxicily is required hy these Rules a '!alement mat the suhstan 'C 

h!L~ p, ssed such test: 

(d) where a lest lor p()ICncy or maximum toxi 'ily is required, Ute date up to which the 
suhstance. it kept under ~U11ahle comlilions, may be expected 10 retain a pOlcncy nOl I . s than th t 
staled on tile lanel of the container. or not 10 acquire a toxicilY greater than lhat penniucO by the 
lesl, ao; the casl! may be: 

(e) where an antiseptic substance h~ been added, lbe nature and the percentage proportion 
introduced; 
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(a) sera aml solutions of serum proteins intended for injection; 

(h) the bacterial vaccines to which part I (A) of Schedule r applies; 

(c) carholi .Ct! antirabic vaCt:inc; 

(d) toxins. antigens and mixtures of toxins or antigens with serum which are intended to be 
used in medical practice [or immuniling Lreaunenl or for diagnOSis by inoculation of the patient; 

(e) solutions and suspensions of insulin; 


(() dry preparations of insulin intended for therapeutic use; 


(g) preparations of the po terior lobe of the pituitary body intended for use hy injection except 
preparation which. after being sealed in Ule containers, have beell slerilised by heal in a manner 
satisfactory to the licensing authority; and 

(h) any other preparation ' in a fonn LO be administered paremerdlly except preparations which, 
after being sealed in containers, have been sterilised by heal in a manner satisfactory to the 
licensing authority : 

Provided LIlat-(i) in the cao;e of Jry preparations of insulin the tests shall he applied with such 
modifications ru the licensing authority considers appropriate; and (ii) if a manufacturer satisfies 
the licensing authority that he has aJre.1dy in use tesls for the presence of living aerobic or 
anerobic hacteria ill any of LIle ahovcnamed subsumce ', and iliat ilie e tests, as applied by him. 
will detect llle presence of such bacteria in lhe sub:umce as ready for issue with a certainty at least 
equal 10 thai afforded by the application of the lests prescribed by this PaIl, the licensing authority 
may approve the use of such tesLo; in the place of the prescribed tests, hut in such a case the 
authority may at any time withdraw such approval amI require the manufacturer to carry out the 
prescribed tests. 

115. Application q(tesrslor srcrility.- The tCSL') shall be applied­

(a) to ~amples taken from each hatcb of the substance before LIle operation of filling and 
sealing LIle containers in which it is to he issued has commenced; and 

(h) to the coUlents of sample containers when ready for issue. 

116. Amouflts of sampies.- The samples required to he takcn under the last preceding ruJe 
shall be taken in the following proportion. : ­

(a) in Lhe case of samples taken from Lhe batch .. the quantity laken shall be not less Lhan 0.1 
per cent. of the IOlal volume or the hatch it the volume is not more than 10 liters, and nalless than 
10 C.c . if the volume is 10 liters or more. hUl shall in no case be less than 1 c.c.: 

Provided LIlat if at the time when the test is made. the batch is contained in a number of bulk 
l'ontainers, sample in the foregoing proportions shall he taken from each of such bulk containers 
and he separately tested; 

(b) in the case of the COlllenL-; of sample containers Un: number of containers taken for Ie I 
shall be not less than L per cent. r the total number tilled from the batch if this number is not 
more than 1.000. and not less than 10 containers jJ the IOlal number is more than 1,000. 

117 . Method 0.( preparing and using media.- (1) Thc tesL shaH be made on fluid media, the 
quantity of medium contained in each tube or other vessel used in the lest being such as to secure 
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 clilution to be employed shall be 
that approved hy tbe licensing authority. 
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(2) In the cast! of a lcst for aerobic organL'\m ' Lbe medium shall COD. i (eilber of a meal extract 
with the addition of 1 per cent. of peptone, or of such an cquivalcDl as can be prepared hy the 
tryptic digestion of muscle or any ther medium approved by the licensing authority. Afll!r the 
final SlerilL<;ation the hydrogen-ion concentration 01 the medium shall be between Lbe timiL'\ 
represenlCd by pH=7 2 and pH=7.8, 

(3) In the case of a t~ I for anaerobic organisms the medium sball consist of a nutrient broth 
similar 10 Lbal used in testing for aerobic organi.o;ms. wilh the addition of heal coagulated mw cle 
of an amount sufficient to occupy a depth of not less than 1 centimeter at the bottom of the lube. 
Nler the [mal slerilisation lhe hydrogen-ion concentration of the medium lohaU be between the 
limits represented by pH= 7.2 and pH:7.8, Before Ule lest im><.:uiatioo the IllCclium shall be 
Ilcadled LO 100" C. for a period suffidcnt 10 free it completely from dis olved ox.ygen, and then be 
cooled to 37"C or lower. 

(4) The licensing ?'Ilhorily may, at the requt!st of any licenst!e, authoris the use. for the t 
prescribed under either ub-rulc (2) or (3) of mi.,> rule. 01 any lher specified medium Of method of 
using a ~pecified rnediwn. on being satisiied thal il'i use afford equal certainty in the deLection of 
the presence of living aerobi or anaerobic ' ganisms. as the case may he. 

118, Method oftesling,- (I) In the case of sample, taken from the balCh each sample shall be 
inoculated into lube. or oth r vessels containing the medIa. nne-half of tb Inial volume of the 
~ample heiog usctl for the aerobic and oDe-hail' for the anaerobic l~ I 

L) fn the (ase of the content!> of . runple container!> lhe contents of each cO!l\aincr ~ball be 
suoJccteo (() tbe tesl for acrohi( and thc lest lor anacrobk urganism~. Wben the volume in the 
l:Ontaillt!r is 2 l:.C or more, j ,c . • shall he used for each tClot. When the volume in lhe c mainer is 
less lbml 2 c.c .. tilC contellts ~hall he divided into two apPl'Oximately C4ual parts. one part being 
used for Ille aerobic and the nth r for the :Uluerobic test 

0) The innCUlllteu tube..,ball t'IC i\lcubated at 37 C. for livc day and l1e examined alter 
incuhalion. pcnnancnt feeorus ht-lIlg kept 01 the examination of each tuh~ . 

119. (I) U at this examination 110 growth ol micro-organisms is found in any tube. the sample 
may he treated as having pa....sed ille ((;st. 

(2) If at the examination a gmwth of mkro-organisms is viSible, further samples may be taken 
anu L11e tests may he rcpealed 011 me further samples so laken; but 110 conlalncr the Conlenl<; of 
which form pari of the batch !>ba.ll be i sued until sucb further sample ' have passed the leSL The 
process of taking s~unplcs [rom Ule tmlcb for a lest may, if necessary. be repealed twice: 

ProviJed thal iJ the smne organi 'm is vi.sihle in more than one lest, the balch shall be treated as 
not sterile and the material conlained in the balch shall nol be is:ued or u~d as pan of a lunhcr 
balch unless and until il has been rcslerilised imd ha<; pa')sed the LC, lS. 

120, Notwitbstanding anything contained in the last preceding rule. in any cas where­

(a) a sub tance is required in an emergency by a registered meilical practitioner. but the 
licensee has no 111led container in SLOck: or 

(b) a substance which in theopimon of lhe licensing authority is so unstable in solution that tile delay 
occasionl!d by the completing of the sterility lest on filled containers woukl fender its issue in active fi nn 
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lmro~sil'lll! the Ikensec may Issue the suhstance from a balch which hao; already passed the tests 
fur sh:nlil), and Irccuom from abnnnnalluxicily. without completing the sterility tesL on lhe fIlled 
wntaincr:. provided thul II complies wiLb Lb foUowing condiLions:­

(i) Ule licensee shall before Lbc issue Lake samples in LIlc required proportions from LIlc 
containers into which the hal{;h i:-. filled, and after the required inoculation and incubation shall 
exrunine!.b • lubes every day for five days: 

(li) rr at any examination any growth i. visible in any of LIle tubes. be shall immediately notify 
the Ikcn. ing autborilY ; 

(iii) he shall keep available lor inspection a recon.l of all issues made under iliis rule containing 
:uch particulars of lhe circwnsLances in which the issue j. made as lhe li ensmg authority may 
(equlre. 

l21. Test for ,/i'eedom from abnormll/ to. icity. -The following tesL'i for trecdom from 
ahnonnal toxidt shall. in the case of each haldl of serum, he made by the licensee or by .ome 
in~UtutlOn approved by the licensing authority for Lll.! purpose of carrying OUl the leSlS on his 
behaU :­

(u) a dose or O.'i c.e. 01 the serum sball be injected ~ul)(.;utaneously into a nonnal mou 'C am.l 
lile serum may he treated as having passed the lest for freedom from an exce.",s of phenolk 
antiseptic if the injection does nOl produce ueath or serious symptoms wilhin even days' and 

(h) a dose of 1101 less lhan 5 c.c. of Iht! serum sbaJJ be injected subcutaneously r 
inlraperitoneall y into a \lonnaJ guineapig alllj the serum sbaJl be treated a' havillg pa.'iScd ute (Cst 
for freedom from other nhnonnal toxic coo. tiluenls if the inje lion does not produce death r 
serious symploms within seven days. 

122. Suhs/wlt eo\" .I'peofied in , clledlile C (1 ).-111e following provi. ions shall apply in t.he case 
01 a substance spccifieu in Schedule C (I) :­

(al TIle container shall comply with the requirement';, if any, <;pecified in Schedule ". 

(b) 'I here shall be printed or wrinen in indelible ink on UJe label­

0) the proper name uf tllt~ subst..:'l.ncc : (ii) the number of the licence und!.!r which the sub·tan e 
is manufactured or imported, preceded in !.be case of imporl licences hy the word ' "Import 
l.icencc"; (iii) a balch number. lhal is lO say, the numhcr hy reference to which l.hc prescribed lest: 
und dClails of manufacture of the particular batch from which the suhstance ill tbe container is 
Laken arc permanenlly recordetl and availahle for in. pcction ; (iv) when a te '1 for potency in units 
is required hy these rules. a Slalement of the potency in wliL'i defmed in LCnns of relation 1O the 
stanllard preparation specified in Schedule r. 

(c) The suhslance shaH confonn with the standards of strength, quality :md PurilY specified in 
Schctlule rand lhe Ie Is for determining the sLrenglh, qua.lity and purity of !.be ubstance shall be 
tho. e specified in Schedule F. 

(d) The · lCSL'i lor determining the . trenglb, ljualily anti purity of a suhstance speCIfied III 

Schedule F sha.ll he applied to samples laken from lhc final product after each manufacturing 
pnx:ess ha'i bccn completed. 

(e) The subStallCi:: should be slored in a cool place and away from light 

Part XI.-EXEMIYrJON 

123. The Drug specified in Schedule K sbaJl be exempted from the provi 'ions of Chapler JV 
of the Acl and lbc rules made thereunder 10 the e:dt!01 and suhjccl lO the onditions specifieu in 
that Schedule. 



72 44 


Part XII.-STANDARDS. 

124. (l) The United Slates Phannacopreia and the National FoanuJary of the United tales 
.shall he tlecmcolo be prescribed pharmacopoeias for the purpose of the schedule to the Acl. 

(2) For drugs for which no :tandards of identity. purity and lrength are specitiec.l in the latest 
t:uilion of the BriLish Phannacopreia but arc specified in the British Pharmaceutical Clxlex the 
standards shaJl be those given in the British Pharmaceutical Codex. 

(3 ) For drugs for which no standards of identity, purity and strength are specified in the latest 
edition of the British Pharmacopo!ia or in Ule British Pharmaceutical Codex but are specified in 
the earlier editions of the British Pbarmacopreia we standards of identity, purity and strength {or 
these c.lrug.s shall be those occWTing in the latest edition of the British Pharmacopoeia in which 
they are given . 

SCHEDULE A 

Fonn 1 

(Seerulc 4 1 

Memorandum to rhe Central Drugs Laboratory 

Serial Number ..... .. ... . . 


To the Director, Central Drugs Laboratory . . .... .. ... . . . ... . . . ........... . . . . . . .. . . . .. . 


From . ........................... . 


I send herewith, under the provisions of section 25 (4) of the Drugs Act. 1940. sample(s) of a 
drug purporting 10 be . ... . .. .. . ...... . hlf lest or analysis and request that a report of the result 
of the lest Of analysis may be supplied to this Courl 

2. The distinguishing Dumber on the packet is . .. .. . ................... . . . .. . .. ... . . . 

3. Parlklilars of offence a1legcc.1,- ... . . . .. . . . .. . . . . ...... .. ... . .. .. .. ... .. . .. . . .. . 

4. Matter on which opiniun is required :- . . . .. . .. . .. . ........ . ..... . . .•. .. .. . . . . . .. 

5. A fee of Rs...... ...... ... bas been deposited in Court. 

MagislIatc. 
Dare ............... . . 


Form 2 


LSee rule 6] 


CertificQte o/tesr or analysis by rhe Central Drugs Laboratory 
Certified thal the sample, bearing number ....... .. ............ . . . . . . ... . .. purporting 


to be a sample of . . ........... .. . . ...... . , received on .. ......... ... . .. . . . ... . with 

memorandum No . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .• dated . . . . . . . . . .. . ... ... .. ... from 

.......... . . has been tested/anal}' ed and that the result of such lest/analysis is as stated below. 


2. The condition of the seals on the paclc:el on receipt was as follows :­
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of ~tanda.rd quality as 
* 3. In lhe opinion of the undersigoe.d the sample is nOl of standard quality 

defined in the Drugs Act. 1940. and rules thereunder 
given below:­

defined in the Durgs AcI, 1940, and rules thereunder for the reason 

])ate ...... , ' . .... . ... - .. 
Director. 

Central Drugs Laburatory. or other authorised officer 

Derails oJresults ofrest or analysis with protocols af tests applied. 


Director. 

Central Drugs Laboratory, or other authOrized officer. 


• U opinion is required on any other mailer. trus paragraph should be suitably am.:nd~u. 

Form 3 


ISec rule 9J 

ApplIcation for a certIficate or ret:islration of (/ patent proprietary medicine 


I hereby apply for a certificate of registration 01 the patent of propietary medicine described 
bellow: ­

(l) Name of medicine (a<; proposed 10 be printed on labels and rappers) ..... ........... . 

(2) Trade mark (if any) . . , . . _ . .. . .. . . . . 
(3) Name of manulaClucer . .... . .. . . . , . . . . , . . 
(4) Address of manufaclurer . _ . ... . ... . . .. . . 
(5) Name and address of person applying for regisuation ........ .. .. . 

(6) Purposes for which medicine is to be used .. , ...... . .. . ....... . 

(7) Directions for use . ....... - ... _. . ... _.. , . . 

(8) Proportion by volume of a1cobol present . .. .... . . 
(9) Jf tile medicine contains over 3 per ccnl. of alcohol by volume. name and quantity per fluid 

ounce of ingredients present which render the medicine unfit for use as an a...:obolic beverage. 
2. I send berewitb a sample of Lbe medicine sufficient for test or analysis and copies of me 

labels and wrappers intended to be used. 
3. 1 enclose in a sealed cover lhe fonnuJ~ or list of ingredients with amollDts present. 
4. A fce of rupees fifty is forwarded berewith. 

Daze. . . . . . . . . . . . . . . . . . . . . . . (Signed) . ........... . 


Fonn4 
(Sec rule 9] 

Enc:losurt' to application Jor Q certificate of registration 

I hcrl!by certify that me following fonnula or hit of ingredienls of the patent or proprietary 
medicine to he sold under the name of ..... . and manufactured by .. . ... ... .indicate correctly 
all palCnt Of poisonou . substances contained therein togelher with an approx.imate statemenl of 
lhe c mpositr"'n of tbe medicine. 

Formula. 
(Signed) .. ... ... . .. . . 


Dale . ...... . ..... . 
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Form 5 

[Sec ruIt: 16 (1)1 

Certificate nj registration oja patel1l or proprietary medICine 

. having applicll Jor a cerlificale 01 regislration in respecl of the palent/proprietary 

ml.'dicinc marketed under lhe name of . . . . . . . .. . . , ,manufactured by , ..... , ,of ... ... . 

.. . .... . .. , . . . . . . . . . . . . . . . . . .. . 

and having deposited with the Central Drugs l.aooralory lhe formula of Ibe said medkine in 

accordance WiOl the requircmenL<; ofthc Drugs ACl, 11)40. and lbe rules Ihereunder, the srud 

medicine has been registered amI aBotted lbe regi!.lration Humber . . . . . .. . .lbjs . . 

day ....... 19 . . , .. , 

Director, 

Date ... . . . 
Centro! Omg,l Loboratory, or Oilier (futhori.led officer 

Fm'm 6 

Uh! lute 16 (2)1 

Applinlfion for renewal ofa certi/lCate (Ifn-g wrat ion uf{/ patent ur pruprielary medicine 

I hereby JPply for renewal of the certificate of registration of the patcnt/proprietary medicine 
markelcu under Ille name oJ' . .... . . . . . which was registered and allotted lhe registration number . 

. on fie .. . , , .day 01 . . . . . .. 19 . . . .. .. . . . 

(Signed) 
/hlTe ... . ... . .. . ... . , .. , . . 


form' 

[See rule 16 (3)1 

Certificate of renewal of registratIOn oj(I palem or proprietary medicine 

The certificate of regislfation in rl.!spcc( of the patenl/proprietary medicine marketed under the 
name of ... .. .. manufactured oy .. . . . . .. . . . .... . .of , .. , ..., whicb was registered and 
aJlollcd the regisLralion number. on lhe .. .. . . .. . day of , ....... . 19 .... is hereby 
renewed uIIlll Ule . . . .Ua) oj . . . .. . . . . i9 . .. .. . 

Director, 

Cenrm( Drrl,!?s Laboratory, or vlher authorised officer. 
D(/(e .. . . . . .. . 

FormH 

IScl:. ruk 241 

Appliwfion ('(If (/ 11L'f11('e to /1II(1ort hlO/og/{aZ lind uli1l'r spenal products specified in Schedules 
C and C (/) /u the fJrug.\' RI4{PV, 1945 

l/Wc , . .. ,' . . ... ..hcrcoy apply for a licence to import the substances specified below 
manuiW:lun.:d by . . . . . ,or .. . . .. . .. . . 
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Names oIdrugs or classes oJdrugs 

UWc . . . . .. ........ . .. . . enclose herewith an undertaking signed by or on bebalf 
of U1C manufacturer as required by the Drugs Rules. 1945. 

Mal/u/ac/ure 's Agenl. 
Date ...... . . 

Form 9 

[Sec rule 241 
FOrtll *a/undertaking TO accompany lin llppficolion/or an impon licence 

Whereas . ... . _ . . . . . . of . . . ... . . . . . . _ .intends LO apply for a licence under the Drugs 
Rules. 1945. for the import into Briusb India. of the suoslallces specified below manufactured by 
us. we . . ... . ..... . . . . . of . . .... . . . . hereby give this undertaking that for the duration of the 
said licence -­

(I the said applicant shaIJ be our agent for the import of the substances inin Brit~h India; 

(2) we shall comply with lhe condillons imposed on a licensee by clauses (a) to (e) of Rule 78 
of Ille Orugs Rule., 1945 ; 

(3) we Ileclare Illal we are carrying on the manufa<.:ture of the substances mentioned in Lhis 
undertaking at the premises specilicu below. and we shall from time 10 lime report any cbange of 
premisc..<; 00 which lilt: manufacture wiU he 'arricd on and in ca~cs where manufacture is carried 
on in more than one factory any change in !.he distrihution of functions hctween the factories; 

(4) we shall comply with the provi. ions of Part IX of the Drug, Rules. 1945: 

() every suhstance manufactured by Ul' for Import unller licence into British India shall a" 
rcganJs strength. qualilY and pwi(y confonn with the provision~ 01 Chapter III of the Drugs Act. 
1940. ami of the Drugs Rules. 1945; 

(6) Wt! shaH omply willl such further r~uirements. if any. as may be specifIed by rules made 
by the Central government under the Act and of which the licensing authorilY has given to lIle 
licensee not less than four montll'. notice. 

List a/Subsfances 

Particulars of premises where manufacture is carried on. 

Signed by or on behalf0/ Ihe mll1lu/aclurer. 

Dale . . . . . . _.. .. . ..... . 

.. Amended vide Minisrry of Health and Wades (Health DIVISion) Nouficauon No F. 27·34/49·M. S. & G.. daled the 
21st Seplllmher. 1950. 



76 48 
Form 10 

[See rule 27] 

Licence 10 imporr biological and allier .Ipecial products .rpecijied in Schedules C and C (1) (0 the 
Drugs Rules. 1945 

Number of licence . ........ . . 

. . . . . . . . . . . . . . . . of .' ........ j:;/are bereby licensed to import jnlO British India during 
the period for which this licence is in force the substances specified below manufactured by . .. . . 
..... . . . .. of 

2. This licence is subject 10 the conditions prescribed in the Drug Rules. 1945. and shall be in 
force for a period of two years from the date stated below uuless it is sooner suspended or 
cancelled under the . aid Rules. 

Names ofdrugs or classes ofdrugs to which the licence applies :­
, 

Lil.;ensing Authomv 
Date . . .... .. . . 

Form 11 

[See rule 331 
Licence 10 imporl drugs for lhe purposes ofexaminalion, test or analysis 

. . . . . . of .. . ... . . . . .. .. i bereby licensed to impon from ... . .. . .. .... .the drugs ,'pecified 
below for purposes of examination, test or anaJysi. at .... .. .. . . .. .... ... . ..... . . or in such 
olher place ali the licensing authority may from lime to time authorize . 

2. This licence is subjcct to the conditions prescribed in Ihe rules under the Drug Act. 1940. 

3. This licence sba11 unless previously suspended or revoked be in force for a period of one 
year from the date specified below:­

Names ofdrugs. 
Quantities which may be imported. 

Licensing Authority. 
Date .. .. . .. . .. .. .. . 

Form 12 

[See rule 341 

Application for licence to import drugs for purposes ofexamination., test or analysis 

I ... .. . . .. .. .re idcnt of .. . .. . . . .. . .. .by occupation .. ... . . .. . ... . . . hereby apply for 
a licence to impon the drugs specified below for Ille purposes of examination. test or analysis at . . 
. . . . . . . . . from . . ....... ...and I undertake to comply with the condition applicable to the 
licence. 

Names ofdrugs. 

Ql4anrities 


(Signature) . . . .. . . .. . 
Datf .. . . . . . . . 
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Form 13 

[See rule 46) 

Certificate of test or analysis by Government Analyst under Section 25 (]) ofthe Drugs Act, 1940 
1. Name of Inspector from whom received . . .. ...... . . .... . ... . .. . . . ... . ......... , .. 

2. Serial No. and date of Inspector's memorandum ........... . ........ . .. . .......... . . 


3. Number of ~ples . .. ... . .... . . . . .. . . . . .... . ... . .. .. ..... . ................. . 

4. Date of receipL .. . . . ... . ... . .... . ... . . .... ........... ... ... .. . . .. ....... , , .. . 

5. Name of drug purporting to be contained in the sample ........... . ... .. ............ . 

6. Condition of seals on !he package . . .. . .. .. .. .. . ....... ... . , . ........... . ....... . 

7. Result of test or analysis with protocols of tests applied . . . .. .. . .. ..... .... ... ...... . 

in the opinion of the undersigned the sample referred to above 
i~ of standard quality defined in the Drugs Act 1940, and rule.<! thereunder. 

IS not standard qWllity I\S defined in the Drugs Act, 1940 and rules thereunderfor the reasons g.iven below. 

Government Analyst . . ........ . 
Date .. .. ... . ..... . ' .. . . . 

Form 14·A 

[See rule 47) 

Applicationfrom a purchaser for test or ana". SfS ofa drug under Section 26 afthe 

Drugs Act, J )40 


1. Full name and address of the applicant . .. . .. . .. . ..... . 
2. Occupation .. . .. . . . . .. ... . .. ..... . 

3. Name of the drng purporting to be contained in the sample .. .... . 
4. Name and full address of the pharmacy or concern where !:be drug was purchased . .... .. . 

5. Date on which purchased ... ' . . . . . . . ... . 
6. Reasons why the drug is being submitted for test or analysis . . . .. 

I hereby declare that the drug being submitted for test was purchased by or for me. 1 further 
declare Lhat the sample of the drug being sent for test or analysis is exactly as it was purchased 
and bas not been tampered with in any way to reduce its potency. 

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


Date . ......... . 


Fonn 14·8 

[See rule 47J 

Certificate oftest or anqlysis by Government Analyst under Section 26 of the Drugs Act, 1940 
t. Name of person from wbom sample received . . . . .. . . .... . ... .. .. ....... . . ..... . . . 


2. Date of receipt ... ... ... .. . . . . . ............ ... ........ . . . ........ ... ..... . .. . 

3. Name of drug purporting to be contained in the sample . ..... .. ..... .. ... . . .... . .... . 
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4 . Opinion 01 Ule (,ovcnunent anaJysl- The sample referred to above is/is not of slandard 

quaJity af> defined ill the Drugs Act, 194D and rule thereunder. 
GOl'emmenl Analyst 

Date .. . . .. . . . . 

Form 15 


[Sec rule 54] 


Order under seclion 22 (c) oJ rhe Drugs Act, 11)40, requiring (l person nOllo 


dispose oj stock in his possession 


Whereas I have [calion to believe that the Siock of urugs in yow' possession detailed below 
conLravenes the provisions of secfjon 18 of the Drugs Act, 1940 ; and whereas I have reported the 
facts 10 the District Cbief Presidency M.agistrate and have been authorised by him 10 take action 
under clause (c) of 'eetion 22 of the said Act ; 

1 hereby rC4uire you not to dispOse of thc said siock for a period of . . .... . days from this dale. 

Inspecror . . , . , .... , 
Dare .. .. .. .. . 

Details of stock of drugs 
Inspect n . , . . . .. . . 

Date .. .. . ... . . . . . 

Form 16 


[See rule 551 


Recelpl!n' ·.\·/ock o..fdrug seized under section 22 (c) o.f lhe Drugs Act, 1940. 


The stock of drugs detailed below has this day becn seized by me under the provision ' of 
clause (c) of ec.:tion 22 of the Drugs Act , 1940 from the premises of .. . . .... .. , .. .. .. . . , . , . . 

. . . . . . situated at . .. . ... . . , . . . . 
Inspector . . .. . . . .. , . 

Date . . , . . .... . . 
Details ofdru)?s seized 

lnspecror. . .... , ... 
Date ... .. , .. 

Form 17 

[See rule 56J 

ITllimarion to person f rom whom sample is raken 

To .. 

I have this day taken from the premises of , . .... situated at , .. .... . .. . 
Dale. . . . . . . . . . . . . . . Inspector . .... . ... .. . 

samples of the drugs 'pecified below for the purposes of test or analYSis. 
Date. . . . .. ... . 11Ispector . . . . . . . . . . . . 

Details oj Sample taken 

Date . .. .. . .... . Inspector . ... 
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Form 18 

[See rule 57J 

Mel1wrandum to Government Analyst 

Scrial No. of Mt:morandum ........ . ........ . 

From 
To 

Thc Government Analyst 

The portion of sample/container described below is scot herewi th for test or analysis under the 
rrovi~ions or dausc (i) of sub-section (4) of section 23 of the Drugs Act, 1940. 

The pori ion or s,unpie/container has been marked by me with me following mark:­

I.ktails of pollion of sample or container with name of drug which it purports to contain :­

Inspector . ... . ..... . 

J)We .. . ... . . .. . ... . 

l"orm 19 

[See rule 591 

Application or a licence [ 0 se ll, swck. alld exhibit/or sale and distribute drugs 

[fwc .......... . . of . ......... . 
other than biological and 

hereby apply for licence to ell by retail/by wholesale drugs 
hiological and other 

,,[her spc<.:iaJ products on the premises situated at . . .. 
~pecia l produ<.:IS 

* 2. The sale of drugs will he under !.be personal supervision of .. 


(Name) .. . , . . . (Qualification) . .. ... . .. . 


(N,unc) .. (Qualitication) ........ . ...... . " . .. . . 


1. Classc~ of prOlJucts to be sold . 

H. PaIliC'l1lars or . tnrage accommodation for the . wrage of biological and other special 
products on the rremjses re ferred 10 above . . . . . . . ................. . 

Signature . ... . .. .... . 


Date . . . . . . . . . . . . ... . 


• ' l() t>c tld d cu If t.l rug .~ will be suld only by wholesak. 


tOnly [equ lred If pnxlucts reqmung cold storage an: to n' solo . 

Not~.· ··N,\ Ill' ' nCl' is reqwred f0r wholesak (killings in drug.~ not ~p"cjfied in S h~dulc C. 
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Form 20 


[See rule 61 ml 

Licen e ro sell, stock and exhibit/or sale and distribute drugs olher than biological and other 

special products 

. . . . . . . . . .IS herehy licensed to sell, stock and exhihil for sale and distrihute on lhe 
premises situated al . ......... . tlrugs olher than biological and mller pedal products pecified 
in Schedule C to the Drugs Rules 1945, subject, La the conditions specified below and 10 lhe 
provisions of the Drugs Act, 1940, and the rules thereunder. 

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

*3. Narne(s) of qualified person (s) in charge . . . . .... . 


Licensing Authority. 
Date . ... . .... . . . 

Conditions oj licence 
1. This licence shall be displayed in a prominem place in a part of tJle premises open to the 

public. 
2 The licencee shall comply with the provisions of the Orugs Act , 1~4U. and !.he rul~s 

thereunder for lIle time being in force . 
3 . The licensee shall report forthwith to the licensing authority any t:bang~ in the qualified staH 

incharge. 
4. No drug in Schedule C (1 ) shall be sold unless the precaution necessary for preserving the 

properties of the conlents have been observed throughout the perioo during which it has been in 
the possession of the licensee. 

Form 21 


[See rule 6] (2) J 


Licence 10 sell, stock and exllibilfor sale GIld distriblJle, biological and otiler special products 
specllied in Schedule C. 

.. . .. .. . . .. .. .....is hereby licensed to sell , stock and exhibit for sale and distribute on the 
premises situated at , . ....... . the biological and other special producL<; specified in Schedule C 
to the Drugs Rules, 1945, subjecL to the conditions specified below and \0 the provisions of the 
Drugs Act. 1940, and the rules rbcreunder 

2. TIlis licence will be in force tor two years from the dale given below. 
3. Particulars of biological products to be sold ... . . . 

*4. Name (s) of qualified person (s) in charge .... . . . 


Licensing Authority. 
Date . 

Conditions of licence 
I . This Iiccnce shall be displayed in a prominent place 10 a paIl of lhe premises open to the 

publi ' . 
2 . The Licensee shall report forlllwith to the llccnsing authority are dlange in I..h\! qualiHed staff 

in charge. 
3. No tlrug 10 which this licence applies shall be .old unless the precaution necessary for 

preserving the properties of Lbe conLen.L'; have hcen observed throughout the periou durmg which 
it ha... been in possession of the licen~ . 

• If til" licence is rcqwIt:d for whol"sale dealings unl y. Jd" lc' III" w\.nl "wh(lI"S31~ ." 
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Fonn22 


[See rule 67] 


General Warranty under section. 19 (3) o/the Drugs Act, 1940 


I, . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. . .......... .. .. being a person resident in 
British India, carrying on bu iness at .. ......... ..... , .... , . . , ... , .. , ............ , . 
under the name of .... .. , ... , . . . . , . .. , , ... , . .. , . .. , , . . , . .. . , . .. . . . , . ... t (and being 
an agent of .. . , .. . ......), do hereby 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. 

Dated . . , , . . . . . . . . . . . . 

List of goods or classes of goods 

(Sign.ed) . . , , , ..... , ..... 

(Signed) , , ............ . . . 

FormlJ 

[See rule 671 

Specific Warranty under sectioJl 19 (3) 0/the Drugs Act, 1940. 
I 

1, .. ... . , , . , . being a resident of British India, carrying on business at .. .. . . under the name 
of . , . . . , . . . . . . . . (and being an agent of . , , .... . , , , . ), do hereby give this warranty that the 
goods herennder specified and contained in the bill of sale, invoice, biD of lading or other 
docUlrumLIi describing the goods referred to berein, do nOl contravene in any way the provisions of 
seotion 18 of &he Drugs Act, 1940. 

(SignedJ .. . .... .. ... . . 

Date .. . . .. ..... . . . . . . 

isl of goods and description of bill of sale, invoice, bill of lading or odler document. 

(Signed) . ... ... ; . .... . 


Form 14 
[See rule 6Q] 

Application/or a licence to manufacture drugs othtr than biological and other special products. 
. IIW , . .... .. , . .. . , .. .. . . of ......... .. . ... . hereby apply for (renewal ot) a licence to 

:nanufacture on premises situated at .. .. . . .. . drugs other than druBS specified in Schedules C 
a&.: (' (1) to the Drugs Rules, 1945. 

2. Class of drugs to be manufactured . . . . .. , ... . 
3, Names, qualifications and tectmica1 experience of technical staff to be employed in me 

directiof\ and supervision of manufacture and testing. 
(SigMd) ... .. ... . 

lJ(ut . . .. , . ...•.. .. , 

Note.- The application should be accompanied by a plan o/the prtmises. 

t ODIII the wordillD brackets if 1110 ""'utilitY ill g.iven by the manufacturer and nOI by an agent. 
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From 27 

[ See rule 75] 

Application for grant or renewal ofa licence to manufacture biological and other special 
products 

lIWe, .... .. .. .. ........ ... . . .. .. ...... .............. . . . . hereby apply for (renewal 
ot) a licence to manufacture on premises situated at . . . . . . . . . . . . . . . . . . . . ... ....... the 
undennentioned drugs,* being drugs specified in Schedules C alld C (1) to the Drugs Rules, 1945. 

Names ofdmgs (each substance to be separately specified). 
2. The names, qualifications and technical experience of the expert staff to be responsible for 

the manufacture or testing of the abovementioned substances are as foDows :­
fcladYfar inspection 

3. The premises and plant are 
will be ready i'oc Inspectio n on ... ' " 

Signature . . ...... . 
. Dale. .................. .. . 

Note.- The application shall be accompanied by a plan of the premises. 

Fonn18 
[See rule 76] 

LIcence to manufacture biological and other special products 
Number of licence and year ofissue 

. . . . . . . . . . . . . . . . . . . . . .. . . . . . . . . . . . . .. .is hereby licensed to manufacture at the 
premises situated at .. ... ...... . ...... . . the following drugs, being drugs specified in 
Schedules C and C (1) to the Drugs Rules, 1945 : ­

Names of drugs :­
2. Names of approved expert staff :­
3. The licence authorises the sale by way of wholesale dealing and storage for sale by the 

licensee af the products manufactured under the licence, subject to the conditions applicable to 
licences for sale. 

4. The licence will be in force for a period of two years from the date of issue. 
5. The licence is subject to the condition stated below and to such other conditions as may be 

specified in the rules for the time being in force under the Drugs ~ct, 1940. 

Signature . .... . .... . ... : .. . 
Designation . .... ........... . 

Date 0.1' issue . .... .. . ... . . . .. .. . 
Conditions 

1. This licence and any certificate of renewal in force shall be kept on the approved premises 
and shall be produced at the request of an InSpect")f appointed under the Drugs Act. 1940. 

2. If the licensee wishes to undertake, during the cunency of the licence. the manufacture of 
any drug specified in Scbedule C or C (1) not included above, ht: should apply to the licensing 
authority for permission to manufacture the drug. This licence will be deemed to authorise the 
manufacture of any drug in ~Specl of which such permission has been given. 

3. Any change in lbe expert staff shall be forthwith reported to the licensing authority. 

*To be completed only in the case of dmgs specified in Schedule C and C (I) to be Drugs Rules, 1945. 



84 

Form 29 

[See rule 89] 

Licence to /lumufaclure drugs/o r purposes ofemmiTwrion, rest or analysi.s 

. . . . . . . . . . . . . . . ... ............. of .. . . . . . . . . . . . . . . . . . . . . . . . . . . .. is hereby 
licensed to manufacture the drugs specified below for purposes of examination, lest or analysis at 

2. This Iicem.:e is subject to the conditions prescribed in Part VIII of the Drugs Rules, 1945 . 

3. This licen e shall he in force for one year from !he dale 'pccified below. 

Names of Drugs 

LIcensing AurhJrity . ....... . 


Dare ... .... . .. . . . . .... . 


Form 30 

[See rule 901 

Application for licence to manu/ac/ure drugs fo r purposes (! f exammation. lest or analysis 

[ .... .. ..... . ......... .. .... ... of ........ . .. ....... . ..... . . ..... . ... ....... . 
. . . . . . . . . . . . . . hy () cupation. . . . .... . .. hereby apply for a licence La 

manufacture the drugs specified below for purpose of examination, test or analysis at 
. . . . . . . . . . . . . . . . . . . . . . ..... and I undertake to comply with the conditions applicable 
to the licence. 

Names of Drugs 

Dafe .... ..... . ... . . . . Signature . . . . ....... .. ... . 

SCHEDULE B 

[Sec rules 7 and 48] 

FeeJ for le.VI or analysls by the Central Druxs Laborarory (IT fhl' Gm'ernmenl Analyst 

I. ­ Fees for Biological Assay and Ceniji'calion -

Sex xIanel preparalions:-

Rs. Rs. 
DigitaJjs powder 

DigiLaJi~ Tincture 

S lr()pbanthin 

24 

24 
24 

Ovarian 

Lu.eal 

Orchis ) *32 to 64 

S\J'ophanlhus TIDcture 

Pituitary (posterior Lonej EXlr;lct 

Adrenaline and preparations of 

Adrenaline 

24 
24 

32 

Vitamm preparations: - · 

Vitamin A 

ViLamin B 
Vitamin (' 'J '32ro M 

Insulin "32 to 40 Vitamin D (Calciferol) 

"l11ymill 12 Cod Liver Oil 

• The ,·M<'!. amount vI fet: Wll! be tk lCrnllned in each case by tbe DJIeClOr or !lie! GO~'emment Analyst. as the case may be. 
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Organic Arsenic Compounds: (ii) Vaccines-	 Rs. 
(a) Examination In whicb an 

animal lest is employed 50 
Neoarsphenamine SuJpbars Rs . (b) Examination in which an 

phenamine and Allted products *40 to 64 animal test is Dot employed 25 
(iii ) Bacleriological test of 

disinfcctants and antiseptics 45 
Non-organic antimony compounds 24 (iv) Tests for sterility 12 

rr.-Fees fo r examinaJion of drugs accordin.1: (0 a 
Toxicity tests for rganic Antimpny pilanllQCOpoeiallestJ except where bioiog i('ai 

Compounds and other compounds assay is necessary. 
in experimental stagt! 16 

Qualitative tes t only ... 20 
Cmplcte qualitative and quantilatives tests 30 

III.~ Fees for the detennination of 
the saponification value. the 

St!ra and vacdncs: ­ acid value. the Iodine value, the 
(i ) Sera--	 refractive index or the density 

(a) 	 Determination of exact ti tre 75 of an oil or a fat 10 
(b) 	 Determination that sample is 

up t titre specified 50 For each additional determinalloll 5 

SCHEDUJ. J C 

rSee rules 23, 61 and 76 and Part. Xl 


Biological and special produCls 
I. 	 Sera. 8 . Insulin . 
2. 	 , 'o lution of serum proteins mtendeel 9 . Pituitary (Posterior Lobe) Extract. 

for inJc<.:Lio n. 10. Adrenaline and SoluLions f Salts of 
3. 	 Vacc ines . Adrenaline 

4 . Tox ins . II. Penicilljnc . 

). Antigens. 12. Any oilier preparations in a form to be 

6. 	 Anti loxins . .1dnunistered parenterally. 
7. 	 NC<.l-arsphcnarninc and analogo us 13 . Swrili cd surgical ligature and sterilised 

suhstanc..:s u~ed for the specific surgical sulun~. 

ll't!utlTI..:nt of infective eli ·eases. *14. B ;teriophages. 

SCHEDULE C (1) 

rSee rules 23. 61 and 76] 


Other special products 
1. Prcparatjon~ of the Digitalis group of drugs no~ in a form to be administered parenterally. 
2. ErgoL and its preparations nOl in a form to be administered parenterally. 
3. Adrenaline preparations noL in a form to be administered parenterally. 
4. Fish liver oil. 
5. Preparalions containing any vitamins not in a form to be administered parenterally. 
6 . Preparations containing liver eXLract nOl in a fonn to be administered parenterally. 
7. Preparations wntaining hormones not in a form to be administered paremerally . 

• As am~nrlc." vide Mimsuy of H~alLh and W(lfks (H~alth Division Notification NIl . F 27-22149-MS&G, dated the 29th 
.hln~ . 1Q'i I. 
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S 'HEDULE 0 

[SceruJe4 J 

Class ofdrugs 	 Extent and condition ~ ojexempTion 

1. Subsla~ ces no l intended for medical 	 All provisions of Chapt~r m uf tbe Aci and rules thereunder 

usc . 	 subj c\ 10 the condition Ibat if th· suhstl1nce i Imported in 
bulk. lbe importer sh II certify lhul the ~ubslance is 
imported for non-medicinal uses. and if imported otherwise 
than in bulk, CJl.:h conta iner shall bear ,\ lahle indicating 
that the suhSlal'lce is not intended for medicinal u 'e or is 
intended for 'orne purpo. es o ther than rnedicinaJ usc lr is 
of commercial quuli ty. 

2 Bio logical and otber specia l products All provisions of CbOPICI III of the Act and h.tles thereunder 
referred to in Schedule C intended 1.0 subject to the c, 1I1dilion thut each con tainer shall hear a 
be used ' solei for vetcrinary lahel J[1dicuting thut the suhstance i for ~eterinary use only. 
purposes . 

3. Patent or proprietary medicine All provisions o f Chapter ill of the Act and rules thereundllr 
intended to be used solely for subject to tbe condition thal the descriptio n au the label r 
veterinary pwposes. I" ':lminer shall indicale lhal tho: medicine is intended for. 	 , 

administration to animals. 

SCHEDULE E 

[See rules 65 and 971 

List ojpol wn.f 
AcelUOtliue: Alkyl acelanilide~ . 

Awnitc. roolS of. 

Alkaloids, the following; their salIS, simple or roffiPtcX: ­

Acetyldibydrocodemone; llS esters. 

Aconite, alkaloids of. excepl sub lances containing l~s than 0.02 per CCOL of me alkaloids of 
aconite. 

Apomorphine, excepl ubstance ' containing less ihan 0.2 per cenL of ~pomorphine . 

Atropine. except substances containing less man 0.15 per celli of atropine. 

Belladonna. alkaloids of. except substances containing lcs ' than 0.15 per cenl. of the alkaloids 
of belladonna calculaled a.~ hyoscyamine. 

Benzylmorphinc. 

Brucine, excepl subst..'IDCCS containing less than 0.2 per ccnt. of brucine. 
CaJabar bean, alkaloid of. 

Coca. alkaloids of, except substances containing less Lhan 0.1 per cenl. of the alkaloids of coca 

Cocaine, except substance containing tess than 0.1 per cenL of cocaine. 

Codeine, except subslances containing le than one per cenl. of codeine. 

Colchicine, except substances .:ontaining less than 0.5 per cenl. of colcWcine. 

('oniine. excepl subslances containing Jelk than 0.1 per cnl. of oniine. 

Colamine, except substanct!s conlaining less than 0.2 per cent. of cotarnine. 
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Curarine. 


Diamorphinc (Diacetylmorphine hydrochloride). 


Dihydrocodeinone; its esters . 


Dihydroxycodeinone; its eSlers. 


Dibydromorphine; its eSlers . 


Dihydromorphinone ; its ester . 


Ecgonine; except ~ub~tances containing less than 0 .1 per cent. of ecgonine, its esters. 


Emeline. except substances containing less than one per cent. of emetine. 


Ephedra. alkaloids of. except ~ubstallccs containing le~s than one per cent of the alkaloids of 

ephedra. 

Ergot, alkaloids of. 

Elbylmorphine, except subslaIlces containing less than 0.2 per cenl. of the ethylmorphine. 

Gclsemium. alkaloids of, except sub lance containing less than 0 .1 per cenl. of the alkaJoids 
0/ gclsemium. 

rlomaU'opine, excepl substances containing less than 0.15 per cenl. of homaU'opbine. 

Hyoscine . except suhstances conmining less than 0.15 per cem. of hyoscine. 

Jlyos~yamine, except substances containing less tilan 0.15 per ccnt. o[ hyoscyamine. 

Jaborandi. alkaloids of. except substances containing less than 0.5 per cent of the alkaloids of 
j ahora.lllii . 

Lobella. allcaloids of. excepL substances containing less than one per cent. of tile alkaloids of 
lobelia . 

Morphine, except suhstances LIlnl<Unjng less than 0 .2 per cent. of morphine calculated as 
anhydrous morpbinl:. 

Nicotine. 

Papaverine. except substances COntaining less tilan one per cent. of papaverine. 

Pomegranate . a lkaJoids of, except suhstanccs containing less than 0.5 per cent. of the allcaloids 
of pomegrallate. 

Qucbmcho. alkaloids (k 
Sabadilla alkaloid· 01. except substanccs containing less Lball mc per em. of Ibe alkaloids of 

sabadilla. 

Solanaceous alkalOids. not otherwise included in this List. except substances containing less 
than 0.15 per cent. of solanaceous alKaloids t:alculalcd as hyoscyamine. 

Stavesacre, · alkaloids of, except oinunents. l{)lions for external usc and substancc~ containing 
less than 0.2 per cent. of the alkaloicb. 

SLrycbnine. except substances containing less Iban 0.2 per CClll 01 sirycnmc . 

Thebaine. eXl:ept ~ubstath': c~ cOJllainmg ks~ IIi,HI mil' per cent of thebaine. 

Veratrum. alkaloids or. excl!pl suh~li.U1cc~ 1I11ll.1I1IUl~ J ·S. than ,me pt' r cenl. of the alkaloids of 
Veratrum. 

),ohimha, alkalUlll. \\1. 
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Al1ylisopropylacetylurea. 

Amidopyrine; its salts. 

Amino-alcohols, esterified with belrlOic acid, phenylacetic acid, pbenopropionic acid 
cinnamic acid or the derivatives of these acids, exceplthc substances containing less than len per 
cent. of esterified amino-alcohols. 

Ammonia. except sub. lances containing less than 5 per cenl. weigbt in weigbt, of ammonia. 

Amphetamine (beta-ammopropylrenzene), its salts, its N-alkyl derivatives Iheir sallS. beta­
amino-iso-propylbenzene, its SaliS. itc; N-allcyl deriyatives. their salts, except when present in 
inbalers provided thai the poison is absorbed in inert solid material wilbin the inbaler. 

Amyl nilrite. 

Antimony. chlorides of; oxides of antimony; sulphides of antimony antimo08tes; antimonites; 
organic compounds of antimony. Preparations of antimony, except substances containing less than 
the equivalent of one per cent. of antimony lrioxTde. 

Ars~nic , halides of; oxides of arsenic; sulpbides of arsenic; arsenates; arseniles; aceto-arsenite; 
tbioarsenates; organic compounds of arsenic. Preparations of arsenic, except substances 
containing less than the equivalent 01 0.01 per cenl. of arsenic trioxide. 

Barhiruric add, its 'alt; derivatives of barbituric acid; their salts: compounds of barbituric acid. 
iL<; salts, its derivatives, their salls. with any other ),ubstance. 

Barium. salts of, other than barium sulphate. 

Butylchloral hydrate . 

annabis (the driedllowering or fruiling lOPS and leaves of Cannabis sativa Liml), the resin of 
cannabis, extracts of cannabi ' ; tinctures of cannabis ; cannabin tannate. 

Cantharidates, except substances containing less than the equivalent of 0.01 per cent. of 
cantharidin . 

Cantharidin. excepl subslances containing less than 0.D1 per cent. of cantharidin . 

Chloral formantide . 

Cblora! hydrate . 

Cblorofonn, except substances containing less than 10 per cent of Cblorofonn. 

Creosote from wood. 

Croton, oil and seeds of. 

Datura, seeds and leaves of ; preparations of datura. except substances containing less than 
0.] 5 per cent. of the alkaloids of datura calculated as byoscine. 

Draminodipbenylsulpbone, its salts and derivatives. 

Digitalis. glycosides of. except substances containing less than one unit of activity (as defined 
in the British Pb~opeia) in twO grammes of the substance. 

OinitIocressole ; ilinitronaphthols ; dilutrophenols ; dinitrothymols. 

Elalcrin. 

Ergot (the sclerotia of any species of Claviceps) ; extracts of Ergot: tin lures of Ergot. 

Erythritylletranitrate. 
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foormaldchyde, cx,.;epl substances c()ntainlDg Ie 's than 5 per ccnl. foormaklcbycJe 

(ilyceryllrillitrdtc (nitrnglycennc). 

Guanidines. Ill!: following: polymethylenc tJiguanithncs. Jipara anlsylphenetyl quaniilinc. 

lIycJnll'hlor aciJ. except suh:·ilanc.:cs containing less than .J per cent. weight in weight. of 
hydrochlmic.: ac.:iJ 

I[drl>cymm.: add. except "uhslanccs conlainiJlg less Ihan 0. I per cenl. of hydrocyanic acid 
() leN) . <:yanitlc:-. eX(.'l:pl \Uh"ICUlccs wnllllling less than the cl,julvaJenl of 0.1 per ccnl. weight in 
weight. of hyurocyanic m:iJ (lieN) : tlouhh.: cy,millcs of mcn:ury and zinc. 

Ilyllrollunric acid: potLl,sium lluuride : sodium Iluorillc: sodium silico-Iluuride. 

In:-.ulin. 

Lead aCClalCS : compouno. of lcall with add" from lixcd nils. 

M,uUlityl lIexanitratc . 

Men':lIril c.:hlomio or mercuric ammonium c.:blorides : except substances containing Ie, s Lban 
one per ccnl. uf mercUrIC chlomlc : mcrCUrJl: i<XIide. except suhstances containing less Lhan two 
pCI' CCIlI. of mercuric ioditJ.- : nitrate. of mercury. except suh~tances containing Ic~ than the 
cqui va 'm oJ' Ulfec per CCIII weight in weight. 01 mercury (Hg.) ; pot..lSsiu-mcrcuric iodides. 
except \UhM,mCes wm;lmillg less Ulan tJlC c4uivalcm of one per cent of mcrcurk: lOilide ; organi . 
\.'ump lUIUJs of mercury. except slIh:tam:cs containing less tban Lhe ctjuivalcllI of 0.2 p<!f cent. 
weight in weight, of mcrc.:ury (Hg.) mercuric oxycyanilles ; OXides of mercury. 

NiLJil add. cxc.:cpt suh~laJlll!S l'tullainmg less than l) per ccnt weight, in weight. of nitric acid. 

Nllrohen/,cIlc. 

Nltrophcnol)" orttao, meta or pura. 

Nux Vomica, seeds 01 : preparatl(llls of nux vomica, ex<.,'cpt substances cont.aining Jess Lhan 0.2 
per cenl. of U1C alkaloids 01 nux vomica. , 

Oil of SavIO. 

Opium, except substances cont.amin~ less than 0.2 per cellt of morphine calculated as 
anhydrous morphine. 

OnhucHille ; its :-.aJts . 

Ouahain. 

Oxalk acid; metallic oxa.iates uther tban potassium 4uadmxalate. 

Oxycillcboninic acid. derivatives (II : their salts: lbclf esters. 

Para-tunino-benzcne-su!phollumidc : its sail:. lIcrivales )J' para-amino-OcDzene-sulphonamide 
havin!; rloy of the hydrogen a!oms of the para-amino group or of the sulphrunido group substituted 
by anothc:r radical ; their salr '. 

P.If:I-amino-bcnwic acid: Cl'ler: of: Iheir saJls. 

Pcr~·alll . 

Pctimline IIydrochloride. 

1)11~lIct ill v I phenacetin. 

Phcnols, that IS. <uIY member of the !>Cries 01 phenub of which the first member is phenol and 
ot' which the mulecular composition v,lfics from member to member by one atom of carbon and 
two atoms hydrogen. . . 
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Phenylcinchoninic acid. saJicyl-clin<:honinic £leit.!: their salts; Lbe ester . 

Phenylene t.!iamin 'S ; toluene lliammcs. other alkyl£lted benze diamines. th if sall. . 

PheJlylethylhydamoin ; it acyl dClivalive . : their salts. 

Phospboru, yel1ow. 
Picric a 'id , except sub. lances conta.ining Ics~ than 5 per cent. Pienc aCid. 

Picrotoxin. 

PiLUt'ary giant.!. the aClive principlr of 
Pota 'lum hydroxit.!c, except suhst.aJlces containing lel-, tllall 12 pel cenl. weight in weight. ot 

pOLru.!->ium hydro iuc. 

Procaine, salts or 
Sodium bydroxit.!e. except suhstanccs cOlltaining le'~ than 12 per cenl. weight in weight of 

sodium hydroxiue. 

SulpbonaJ : alkyl sulphonals. 

Sulphuric acid, except suhstances containing less lhan 9 per cenL wei 'Ill in weight of sulpburk 
acid. 

'tropbanthu<;, glycoside~ of slrophamhus 

SuprarenaJ gl.md. the aClIve principle of: llleir salt:. 

Thallium, sa.lt . of. 
Thyroid gland. lhe active principles . or; their sall~ 

Trihmmelhyl alcohol. 

Zinc Chloride. 

SClffiDULE F 


!See rule 78 alld pan XI 


PART I.~VACCINES 


(A) PROVISIONS APPLlcABLE TO THE PRODUCTION OF 

BACTERIAL VACCINES 


De.flnilion .-f..I) This lli't 01 t.his Scheduk applies LO ha(.;t.erial vaccines made from any 
micro-ofgani m pmJlClgcnic In m:'11 Of oilier nnimaJ and to va cine. made from other micro­
'!lgilIljvll .~ which 111J.~ allY WlllPCfIlC value. 

2 ) For the purprn;cs or lhis Pan of lhi1> Scbedule a baclerial vaccine means a sterile suspension 
of a killoo cullure of Lhe mkro-organLm from which the vaccine d.erives iL<; name or a sterile 
extract or derivallve of micro-organism which has been prepamd from a genuine cullure oj miL'fo~ 
lrganism. 

2. Staff Of Es(abli.\·h",.enl .-'"I he e. l...'1hlisbmcnt where vaccines are prepared must be ur der the 
c()mpJete ilirection and control of a competent pelent expert in hacLeriolo 'y, who must be assi tcd 
hy a staff at.!cqumc ror carrying out lhe ICSI1> required uuring U1C preparation of Lile vaccine and in 
connection with the linlslwd pnxlucl.' . 

3. Proper NlIIlll'.-rhc proper name of any v ccine shall he tlle name o/" the micro-or~anbm 
from which It IS madc. followed by llle wort.! "vaccine" unlc~s lhis Schedule otherwise provllJcs 
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or, if there is DO spct.'1aJ provision in 1I1lS s(hedule. some otJll~r name is approved by lJle licensing 
aulJlority : provided that iu tbe case of the under-mentioned preparations the proper name of me 
vaccine may be as follow!. : ­

Anti-cholera vaccine: 

Anli- typhoid vaccine: 

NHi-plague vaccine; 

Anti-dyscntery vt.ll'cine ; 


Whooping cougb vaccinc. 


Antityphoid-paralyphoid (T.I\.B ) Vaccine; 


Anlilyphoid-panilyphoid (T.n . & C ) Vaccine : 


Alllilyphoio-paratyphojtJ (I\. & 8 ) and Cholera Vau.:i ne . 


4. Rerords.--C'ullures IN' J ill Ihc preparation of vaccines must , he fore being Ill<UlipulaLtu intu 
a vaccine. he Ihornghly tc~tcu l(lf indclllilY hy Ihe generally accepted tests applicablt: 10 the 
particular micro-organism. The pcml:u lcnt rccords which the liccn);ec is fC!.juircd to keep. haJl 
include a record of the ongJll , propcn ks and chatactcristics of thc cultures, 

5. CO/llj}fned Vaccinl'S.-VacClllcs may be IS'iued clther singly or combined in !tny proportion 
in the ~rune contain~~, In Ule case or c()mhinatiol1s or vac<.:illc~ a name for the combined vaccine 
may be suhmitled by lhl: Iiccll~ec to the licensing authority, and. if approved, may be used ill. the 
prorer owne o f tbe vaccinc . 

6. Ln llc/ fi llg .- (1) The lahel 0 0 U1C cnnt.1incr shall indicate the comp<)Silion of Lhe vaccine by 
retucncc either :­

(:1) to the number 01 micro-organism), per c. c. ; or 

(11 ) III lhe we ight of dried Substance I' micro-organisms per c. (.; . ; or 

(C ) 10 tile number or micro-organisms or wdght of dned suhstance or micro-organisms used 
in prerming I c. c. or the finished product. 

In Ihe case of" combined vacdnc ilK; reference to the l1umher 01 micro~or \rani. illS per c. c. or 
[0 Lht: weight of dJicd suhsl<Ulcc or micro-organism sball dil>linguish belWl:C1l the several kinds of 
'ollLributing micro-organism),. 

(2) [I' the vaccine <1.\ issued I'm ~RIc IS comhined willl any subslanct! OilIer than a si.mple diluclll, 
U1C exact nature and. IrenglJl of such 'iuhstance must he stated on the [abcl 

7. It's/s .-In the e"L'iC of any vaccine prepared twm a micro-orgalltsm which ooes nOl grow 
readily in ( ruinary (uhure mcoia each halch of the vaccine sLtall. in addition to being submiulX.lto 
Ihe )!t!neral. tc, ts for sterility prelicriht:u in lile Rulcs L1uder the Act, he tested either in a similar 
mallner Oil Illt:dia which arc spcLially favourable to Ihe growth of me particular micro-organism 
from which Ihe \'(.iCciuc wa: prcpan:d or hy inJcctioll inlo an animal of a species known to be 
susceptihk to infeclion hy thc particular orgcUli!;rn . and no malerial from any hatch shall he issued 
unless the hall:h h<1.~ passctl onc 01 Ulese tests . 

(B) PROVISIONS APPL1CABLE TO THE PRODUCTION OF VACCL"IE LYMPH 
(VACCINIA VACCINE) 

1. /)efilJlliol1 alld Propi'r Name.-Vaccin~ Lymph i~ u prcparalioll of the vaccinal mutcllal 
nhtainctl from IJlc vcsidc~ prnuuced on Lhe ~kin of heallhy animals by inoculation 01 vaccinia 
virus lis proper n::une is "Vaccinc I ,ymph" . . 
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· 2. Staff of Establishmenl.-The establishment in whicb va cine lumpb is prepared must be 

under the complete direction and control of a competent pelent expert, wbo must be assisted by a 
staff adequate for carrying of the operations and tests required during !he preparation of me•vaccine lympb ant! in connection with the finished product. 

3. Condition and Hou.~illg of Anilllals.-{l) The animals used in the production of vaccine 
lymph mllst be housed in hygienic conditions and premises satisfactory for this purpose. 

(2) Only healthy animals may be used in the produclion of vaccine lympb. Each animal 
intended to be used ac; a source of vaccine lympb must. before being passed for the production of 
vaccine lymph, be subjected to a period of observation in quarantine for at least seven days. 
During the period of quarantine the animal must remain free from any sign of disease and"'must he 
thorougbly cleaned and groomed. 

4. Precautions to be observed in Preparation.-{ 1) A special room wim impervious walls aIld 
Hoor, which can be washed aIld, wben necessary, chemically disinfected, mus( be provided for me 
inoculation of the animals aIld the collection of the vaccinal material. 

(2) The inoculation shall be made 00 such parts of the animal as not liable to be soiled by the 
passage of faeces. The surface used for inoculation shall be shaved and so cleaned as to procure 
the nearest possible approach to asepsis. Prior to the collection of vaccinal material. the inoculated 
area of tbe skin shall be clean in a similar fasbion. 

(3) (a) Immediately before the vaccinal material is collected, the animal shall be killed. 
Subsequemly a thorough post-mortem examination of the carcase shall be made by a qualified 
expert. A complete record of t!ach such examination shall be kept, and sball be open for 
inspection by or on behalf of the licensing authority at ally time. If the examination reveals any 
condition ,which indicates or sugge:slS that the animal was suffering from any communicable 
disease (other than vaccinia) the lymph obtained from thal animal shall nOl be issued; or 

(b) When post-mortem examination is not carried out each animal hall be kept under 
ohservation for a period of at leasl fony eight hour after colle<:tion of lymph. If during this period 
tbe examination revealed ally conditIOns which indicate or suggest that the aIlimat is ulfering 
from any tnfccuon other than vaccinia the lymph obtained from that animal hall not be issued. 

(4) All instruments and appliances used in the production of vaccine Iympb shall be previously 
suhjecled to an effective process of steriJization . 

. (5) Laboratories in which vaccinal material. after removal from the animal. is being 
mallufactured into lymph must be housed in a building separn.ted from stables or animal houses by 
a rea'lonablc distance. Scientific laboratories must have impervious walls and Ooors and must be 
capacity of heing readily disinfected when necessary. 

(6) All processes concerned with the manufacture of vaccine lympb must be carried out with 
tborough a~cptic precautions. 

(7) All vaccmal material musl be subjected after collection to seTWD treatment with glycerol or 
other partiaJ disinfectanl.r ao; will hriog tor content of bacteria and other extraneous micro­
organisms of the lymph witbin the limit prescribed in paragrapb 7 of this part of this Schedule. 

(8) When the procedures necessary to nring the content of bacteria and other extraneous micro­
organisms witbm the prcst'fihcd limit has been completed Ihe vacc~e Iympb sball be kept 
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conLinu()usly in cold storage. at a temperature below O~C.• until it is withdrawn to be filled into 
containers for issue after which process the filled containers shall immediately be returned to coJd 
storage and kept c ntinuously at a temperature below O·C., until required for issue: Provided that 
it shall be pcnnissible to remove vaccine lymph from one such cold store to another, if adequate 
precautions are taken during such removal to guard against deterioration . 

5. Conrainers.-Vaccille lymph for I 'sue ~all be introduced eitller­

(a) into previously stcrili ed capillaTy glas tubes by a method excluding access of bacteria. 
The tubes shall then be hermetically ealed at each end. Each tube shall contain a quantity of 
vaccine lymph suitable for the effective vaccination of one human subject, or 

(b) into tube' or containers of large dimensions which have been sterilised before the 
introduction of the Jymph and sealed so a to preclude the access of bacteria. 

6. Lahell;ng.~ 1) The label on the container or a label or wrapper affixed to the package to 
which the cOnlaincr is issued for sale shall hear a statement that the polency of the vaccine lymph 
cannot he assured for more tban seven days from the date of compleLion of manufacture, unless 
the lymph is kept continuously at a temperature below 10·C. when the polency can be assured for 
lourteen <lay : Provided thal it shall be pennissible 10 stale that if the lymph is kept continuously 
l1e1ow O"C. thc potency can be assured for at leaH six months . 

(2) For the purpose of Rule 109 (3) (b) the date on which the manufaclure of the batch is 
completed shall be the date on which the vaccine lymph is removed for issue from cold storage 
after having been kept continuously at a temperature below O·c, since the date of filling into 
containers for issue. 

(7) resIstor Pllrily.-{l) The vaccinal material shall be exposed to the action of gl/cerol or 
oUlcr paellal disinfectant under suitable conditions of temperature until tests made by means of 
plale I.:ullurc have shown that the lotal number of living bacteria or other extraneous 
microorganisms ba." been reduced to nOI more than 20 in 1 milligram. or 20.000 in 1 c. c. of the 
vaccine lymph. "fbe results of these tes~ shall be recordc<l and the records kept for inspection. 
The uelelmination of lbe cunLCnl of the living micro-organisms in tbe vaccine lymph hall be 
maue in a manner approved hy the licensing authority and the enumeration of colonies shall be 
made after incuhalion [or two !.lays at approximately 3TC., and theo for at least three day. at 
approximately 20' (' . 

(2) If B. antlTracis is found to be prescnt the balch of lymph shall be rejected Jorthwith, and if 
B. coli or any other palbogeo is found which may prove harmful if introduced into the body by the 
process of vaccination the lymph must be kept in cold storage ull an examination of at least 10 
milligrams of 0.01 c.c. of the lymph fails to reveal its presence. 

(3 ) When the prescribed reduclion in the number of living microorganisms bas been effected. 
Ute baLCh of vaccine lymph may be issued if­

(a) lests carried out in a manner approved by the licensing authority on a sample of oot less 
lhan 0.1 per cent. of the balch have failed to reveal the presence 01 a. tetan; ; and 

(b) tests caried oul after the 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 streptococci. 
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8. TeSTS for pnrenc't>-:-( I) Each balch of vaccine lymph, atter 1l1C proces: of purification has 
heen completed. "hall be tested for potency su as to en ure it activityal the lime of is ue. These 
tests 'ball he applied DOl more than three month· before Ule batch of lymph is finally issued. 

(2) For the purpose of a tC. l lor potency a dilution shall be prepared hy mixing I volume 01 the 
Iympb with 1,000 volume ' of physiologi<:al saline solution or other uitable diluent. The dilution 
~hall be used for the t~ t without filLration. 

(3) Tbi diluLion of tbe va 'cine lymph shall be tested by applicaLion 10 t.h suitably prepared 
skin of a rabbit and me halch of vacdne lymph from which Ibe dilution was prepared hall not be' 
issued unless the lesions cbarae/eri ·tiC ot vaccinta arc produced in a . usceptible animal. For the 
pucpocc of comparison a similar iliIutI()ll 01 a lymph or known pOlen y shall b applied 
simultaneously to the skin of the same animal . Provided that the licensing authority may approve 
any other foml of compfIrative te t for potency whicb may be submitted to the licensing aulhority 
for approval. 

(C) PR VISIONS AI'PLICABLE TO THE PRODUCT) NO f VACCIN~S 

CONTAINING LIVlN ORGANISMS, VmUSES, OR OTHER POTENTIALLY 
INFECTIVE AGENTS OTHER THAN VACCINE LYMPH (VACCINIA). 

1. Every :.ub. lance other th,m Vaccine Lymph (Vacdllla) containing. or c.JJ.egcd to ~onlain. 
haclcria 01 virus or olller po(enliaJly inJ,-~tivc agent in t.bc li..-mg \:ondilion shall be [esteu in sm:h 
manner as thc Iken iug authority shall <lpprovc in each parltcular case for tb purpose of 
tktcnnining­

(a) thaI the substance conuun 10 living condition the hacteria. VirUS, or Olher pol nttally 
mh!clive agent, which IL i ' alleged 10 ontain; 

(b) that i~ admini LraLion is frc [rom danger; 

(I.:) thalli IS free (rom living organisms other than those wl1J(.:b it I), allcgcu to contain. 

2. The proper name of such a sub. tan e ~hall be that which ill \icen ing aulh rity, in each 

particular case, sball approve in v.'fiting. 

(D) PROVISION APPLICARLE TO THE PROD CTION OF CARnOLISED ANTI­
RABIC VACCINE 

I. DeJillillOfl and proper /lClIII(' - Carbolised anti-rahic accinc is a sleri1t: lluspen 'ion of the 
hrain subslance of rahhits or she p or other suitahk animrus whicb have died. or been killed when 
morihund by the admimstration ot an anresilietic, or olber uiLable melbod, after sbowing 
dmcacteristic symptom lollowing suhdural inoculation of rabies fixed virus in the fonn of a 
suspension of brain sub~ta1l\.:e of rahbils in which Ule fixed virus, train bas been maintained. The 
Vlru1\ in the h.rain suspension shall have been inactivated by the addition of phenoL iL" proper 
name i~ "Cal'boLiscd ami-rabic vaccine" 

2. Strain (~f filed Rahies Virus to he IIsed - fbe strain of fixed Rabies Virus to be used ill the 
preparation ~haJl be one approved hy [he Licensing AuthOrity 

1 Sra/J C!/' Estabbshment.-Tbe establi bmem in wbich earboli ed antirabi vaccine is 
prepared mu:.t he uuder Ole compicte direction Wid control of a competent expel1 who must he 
assisted by a staft aue4uatc [or carrying oul the lests required during the preparation of tJle 
vaccine anti in connection with the fmished product 



4. Condition and Housing of Antmals.-(J) The animals used in lhe production of carbolised. 
anti-rabic vaccine musL be adequately and healthily housed. 

(2) Only healthy animals may be used in the production of carbolisd anti-rabie vaccine. Each 
animal intended LO be uset1 as the source of carbolised anti-rabie vaccine must, before being 
passed for the production of carbolised anti-rable vaccine. be subjected to a period of observation 
in quarantine for at least live days . During the period oj quaranLinc the animal must remain free 
from any sign of disease. 

5. PrecauriOl'ls to be ohserved In prepararion.-( I) A spedal room, with impervious watls and 
Ooor. whicl1 ean be washed and., when necessary, chemically uisinfecLed must be provided for the 
inoculation of animals and the removal of brains used in the maintenance of the Fixed Viru 
Strain and the manufacture of carboliscd anti-rabic va<.:eine. 

(2) The inoculation of animals and the removal of their brains must he cam d out wilh full 
aseptic precautions. 

(3) Tests for baclerial sterility of brains of animals used for the maintenance of the Fixed Virus 
Simin ('or Lbe preparation of carbolised anti-rabie vaccine must be carried out at the time of Lbeir 
removal and any brain material found to show bacteriaJ contamination must not be employed in 
the manufacture of the accine. The sterililY tCSIS lo be employed sllaJl be ti10se laid down in 
Rules 11410 1l9. 

6. Records.- The licensee ball maintain permanent rccon..ls of Ule origin, properties, and 
characteristics of Ille Fixed Rabies Virus Strain and of the <;eria1 passages made for Its 
maintenance . Records shaJi be mainlalned 01 each anima1 pa'isage made for the manufacture of 
the carixllised antl-rabic vaccine and of the manipulation of the brain material used. 

7. Labelling.-The laheJ on the container shall indicate the percentage of brain 'ubstance 
present in the vaccme. 

8. /sslte.-Carixllisetl Anti-rabk Vaccine shall not he issued earlier'than 10 days from the date 
of addition of phenol to the brain suspension, A lest for presence ot pbenol must be made before 
issuc . 

(E) PROVISION AI'PLlCABLE TO TETANUS TOXOID 
I. Definicion and proper name.-Tetanus Toxoid i' tetanus toxin (the sterile nItrate from a 

'ulture on nutrient broth f Clostridium Tetani) tile 'pecitic toxicity of which has been completely 
removed hy the action of chemi aJ substanccs in sucb a manner that it retains efficient properties 
as an immunising antigen. Its proper name is "Tetanus Toxoid". 

2. Labellmg. - The label on the container shall indicate the dose, or doses appropriate for 
administration at one injection 10 a human suhject. 

3. Tes(s.-Tet..mus Toxoid shall be submitted 10 the following leSls, and il shall not be issued 
unless il passes all 01 the lests : 

(a) Tests fur srenltf)'. -Tetanus oxoid shall he suhmilled to the IeSIs for sterility ac; required 
under Part X 01 the Rules, ami in addition it shall be tested on mec.lla and under conditions 
approved by the licenSing authority ti.'> being specially favourable for the growth of Clostndium 
Teran i. 

(b) 7l'sts to determine that the speCific Tox/cit. of the roxin Itsed in its preparation 1I(/.~ been 
completely removed.-5 c. c. of the tetanus toxoid shall be inje ,ted. inlo each of nolless than five 
normal guinea-pigs. each weighing from 250 to ViO grammes. If this injection produces <Illy 
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symptom of tetanu, in any or lhe animals mjccLCd within 2 t d~,ys of iujection the tetanus toxoId 
...hall be helJ nol (0 haw passeJ Ihe Ic: l. 

(c) Te\'(s for potency as (In ,lIllilwlismg ant/gem. - I he t~~ shall he carried OUL on Ilot tc.ss than 
nme nnnnai guinea-pigs. e h weighing i"ll.1ffi 250 10 =!SO gramJnes. bach guinea-pig s.hall receive 
hy IIljcclmn Lhtj tetanus 100Ulid. eilhcr in a Jose of 5 c. c. on nne occasion. or in twO uoscs each of 
0.1 c. C. on a h of twu occasion' separated hy Ull mll.:rvaJ of 1I0t morc than four weeks. It shall be 
pcrmissibk to inclulh.: In the tet gUlIIca-p'gs injected hy clther 01 mesc IWO melhod'l provided 
(hal the lotal number :-'0 lIIdudcd i!\ lIul less Lhan II1lll!. At a laiC nOI later wan 'i)( weeks after tbe 
sillgk injection bcrcinheJorc prescribed, or il" they have received the twO injecLions, hereinbefore 
prcscrincd, at a Jale not later theUl two weeks after the scconJ injection. lhe Lelanu antilOxin 
present in the ...erum 01 each gUUlca-pig shall be detennincJ. 

If lhe serum of C3Lb llf twu third.; or more of the guinea-pigs tested contain!> 0.1 international 
uml or more 01 ICLnnu). anlitoxin pl:r c. c.: of serum. or allcmatively. ir me serum of each of onc­
Lbirll or more ot the gUlllca-pigl- ll:slt:d (ol1liUnS 1 inlernalional unil or more of tctanu. anllloxin 
per c. t·. uf serum. the tetanus loxnit! ~haJJ he a 'cepled as sufficicnLI polenL. 

l>rovision., aplJIiCllhl~ lo Tentl.lnu..; Toxoid prepured ror issue in rorms other than ~imple 
sulution 

4. Propl'r nOllu.'.-The proper munc of <lily lorm \)1 lClaJlUS loxOlJ other than Ihn! of !\implc 
);olulion shall he "Tetanu1> To. oid" Ingelher with a ptu, se iuukating Ihe nature 01 \.ht.: udililiol1al 
prot'css 10 whidJ it has hl:en suhjeacd. £' . f.:. 'Telanus 'Ihxoid. Alum Prcl.'iplwled " or "Alum 
precipitated t'clanus '10. okl" 

'i . Lo!Jelllllg.- nlC lahcl on the ocntaincr .;hall mllic,llc Ihc dose.: , or Jo CS. ~ppropriatc 1m 
administralioll at one injecLion to a human !\ubjet::l. 

6, Ti'I (.I . -{a) When letanus toxoid is prcparcJ lor admillistratlOlI in forms oLht::r Ihan simple 
.'>olulion. l-uch a.... Alum precipilated TtllaIJul. Toxoid. the tetanus tn. oid from which such IOnTI!. an: 
prepared shall he subrnllleJ to. amI shall pass. lhe lesL" for sterility ,Uld lor absence of specific 
I(lxidly her..:i.nhclorc prescrihcd. 

b) The product. after prccipll<llion or olher proce ~ n:-;oo lor ils tina) preparation. shall again 
he subjected 10 the slerilily !cst... hcrcinhefore preserih ll. with sneh modifications as Lbe nature or 
lhe product may require to make Ibe test effective . 

((:) The pmduct, afler precipitation or olher pnx:ess used lor iI ' final preparation. 'hall be 
'>uhJecled to the tests for ubscm:e ot specific lm!.icity .Uld lor potency as an immunising anligclI 
hercinhet m: prc.<;cribcd, WIth lhe modificatiou lhal lhe do c injct::ted in the tes\. for ab 'en!;c f 
spet::ilic lOX icilY and in Ihe lest for potency as an irnmunising antigen when a l-iingJe dose is 
.aumlOi!-.lcred. shall be 1 c. c. 

PART D.-TOXINS AND ANTIGF.NS 

(A) I'RO\ L"iIONS Al'PUt;ADLE TO THE REAGENTS USED IN THE SCHICK TIi:.."iT 
FOR THE DIAGNOSI~ 01+' (1. CEPTmlLffV TO DIPHTHERIA 

I. ()ejil/llWn,1 alld prupel' n(lIIws.---{ I) I be reagents u. ed in Lhe Schilt Icst arc IWO. Schick 
l()XIn ami Schick ('ontnl. Their pm(X'r names respectively arc "Srbick ]bt To'ltin" and .. chick 
COll\Iol". 
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(2) Schick Test Toxin is a sterile fIlmue from a culture on nutrient bortb of the specific 
organism of Diptberia (Comebactenum dipthenae). It may be issued either­

(a) undiluted. accompanied by a conLainec in the same box or carton holding such a volume of 
sterile saline solution ac;, when mixed with the accompanying quantity of the undiluted lOxin, will 
make a dilution of the strength proper for use .in the test. The proper name of the substance in this 
lonn is "Schick Test Toxin (undiluted)" : or 

(b) already diluted with an appropriate saline solution to the strength proper for use in the test. 
fbc proper name of the subslallce in this fom is "Schick Test Toxin (diluted for use)." 

(3) Scbick Control is prepared from the same batch of Schick Toxin as that with which it is 
used for sale, by destroying the specific toxicity. This is effected by heating the toxin in such a 
manner as to keep' it at a temperature not lower than 70·C. tor a time not sborter l.ban five 
minutes. Schick Control I ' i' ued in a dilution not weaker than that in which the corresponding 
toxin is used in the tCSL 

(4) The dilution of Schick ToMo proper for the test L<; that in which 0.2 c. c. conlains one test 
dose, 

2. Tests jor pOlency,-The lest dose of Schick Toxin for (be purpose of the foregolng provision 
shall be measured by the CoUowing tests ;­

(a) by intracutaneous injection into normal guinea-pigs io mi~tures with different proportions 
of diphtheria antitoxin. One test dose mixed with lnSOth or more of a unit of antitoxin must 
cause no local reaction. but mixed with 1I1250lh or less of a unit of anli.loxin must cause a 
definiie local reaction of Lhe type known as the "positive Schick reaction"; 

(b) by inuacutaneous injection mlO normal guinea-pigs, without admixture with anti-toxin, 
1I50th of one test dose must not came, and 1I2Stb of one test dose mUSt cause, a definite local 
reaction of the ype known as the "positive Schick. reaction", 

3. ApplicatIOn ofRule 120.-Rulc 120 shaH apply to Schick Toxin (diluted for use) as being a 
substance so unstable in solution that the delay occasioned by the completion of the sterility test 
on fiUed containers prescribed by the Rules would render its issue in active fonn impossible, 

(8) PROVISIONS PPLTCABLE TO DIPHT • RIA I'ROPHYLACTIC 

1. Dejinirioflll1rd proper name.-Diphtheria Propbylactic is diphtheria toxin (the sterile filtrate 
from a culture on nutnent broth of Corynebacterium dipbthcriae), or material derived therefrom 
the specific toxicity of which bas been redO( d to low value either by the action of chemical 
substances, or by the addition of dipbthe ia anLitoxin, or by both metbods, but, in any case, in such 
a manner that it retains efficient propertie 3! an immunisiog antigen. Its proper name is 
'Dipbtheria Prophylactic". 

2. wbelling.-The label on the container sball bear a statement of the dose (hereinafter 
referred 10 as the "human dose'') appropriate f adminislratioD at one injecti( 0 to a human 
!:iubjecl 

3. Tesrs.-Dipbtheria ProphylaCtic shall be submitted to Ihe fonowing tests:­

(a) Tests to determine thallhe speCific toxicity nfthe toxin used in its preparation has been so 
reduced that it does nor exceed the prescribed Inaxit1wnL-Fi e buman doses of the Diphtheria 
Propbylactic under est shall be injected 'oto each of five normal guinea· pigs each weighiog 250 
to 350 graounes. This injection must nOl cause the death of any of the guillea-pigs within six days 
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following the injection. If all &be guinea-pigs injected survive for six day but any of them die 
within thirty days following the injection from the specific toxaemia, one buman dose of the 
Dipbtheria Prophylactic under test .shall be injected into each of five DOnnal guinea-pigs, each 
weighing 250 tv 350 grammes. This injection must not cause the death of any of the guinea-pigs 
within 30 days foUowing the injection. 

If a balch of Dipbtherb. Prophylactic is shown y either of these tests to have a greater toxicity 
than the maximum hereby indicated, it shall not be issued unless and until the toxicity bas been so 
reduced by further treatment that it dose not exceed that maximum . 

(b) Tests for potency as an immunizing antigen.-A quantity of Diphtheria Prophylactic not 
exceeding five bwrum doses shaD be injected on one occasion into each of at least ten noonal 
guinea-pigs: or, alternatively, a quantity of Diphtheria Prophylactic not exceeding one-tenth of a 
human dose shall be injected into each of at least ten normal guin~-pigs on each of two 
occasions, separated by an interval of not more than four weeks. The guinea-pigs shall be tested 
for immunity to diphtheria toxin, if they have received the single injection hereinbefore 
prescribed, at a date not later than six weeks after injection, and if they have received the two 
injections bereinbefore prescribed, at a dale not later than three weeks afrer the second injection, 
by intracutaneous injection into each guinea-pig of one test dose of Schick Toxin. Ifmore tan two 
out of ien guinea-pigs thus tested or more than one quarter of the number tested if this is greater 
than ten emibit a positive Schick reaction, the batch of Diphtheria Prophylactic shall be treated as 
insufficiently potent, and shall nol be issued; 

Provided that in the case of the forms of Diphtheria Prophylactic known as Toxin-Antitoxin 
Aoccules and Toxoid-Antitoxin FJoccules the Prophylactic may be similarly injecred inlo nine or 
more normal guinea-pigs which may be tested for immunity to Diphtheria Toxin by two separate 
but simultaneous inlracutaneous injections into each of at leasL nine of these guinea-pigs of De 
test dose and two test doses. respectively, of Scbick: Toxin. If 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 the guinea-pigs tested do not exhibit a positive reaction to two test doses of 
Schick Tox.in, the batch shall be accepted as sufficiently potent. 

(C) PROVISIONS APPLICABLE TO TUBERCtJLINS AND OTHER PREPARATIONS 
FROM THE BACILLUS TUBERCULOSIS AND ITS CULTURES 

(Note.-The name "tuberculin" bas been frequently applied to any extract, suspension (J" other 
preparation of the Bacillus tuberculosis or of media on which that bacilluS 'has beeD cultivated. In 
the following Part of this. Schedule the name is used in a more restricted sense and -applies only to 
tuberculins as therein defmed.) 

Tuberculins 

1. Definition and proper name.-{l) Tuberculins are preparations of fluid media on which the 
Bacillus tuberculosis has beeIl grown in artificial culture and which have been freed freed by 
filtration from the bacilli. ~ 

(2) For the purposes of .this Scbedule tuberculins are classified in two groups (a) Old 
Tuberculin, and (b) Tuberculin Bouillon FI.ltrate. 
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2 Old llliJerUllill.-{ 1) Olll Tuberculin I~ Ult! l:onct.!ntralcd filtnlte from Lhe growth of 
BaCIllus lllberculosis on a suitable nutrient hroth. hlJ its preparation the bacillu. must he grown at 
approximalely 37 C, for a period, usually nOI less Lhan 6 weeks, su(ficicllt to allow the surface of 
Ille l1Uid Illl!wum 10 become 'cvcred by a thIck growth uf lhe bacillus. AL the end of Ulis perioo 
Ule fluid metlium. from willet th ' bacilli mayor nOi have been prevIOusly separated hy filtration, 
must be concentraled hy ~Vap(lrallOn LO onc-tenth of its original volume, and tben be fillered. If 
the required !est for pOlcm:y shows Lhat the prcparaLJoIl :0 concentrated is marc potent than the 

slandard preparation, Ull! potcm.. y may be reduced to Ihe required degree by appropriate dilution . 
If tbe teM shows thaI the potency is less than Iha! 01 the standard preparation, it sball nol be 
Int'fcased by further evaporatioIl.1 ill: pruper name of the preparalion is "Old Tuberculin," wiLh or 
wiLhout a suftix such at T . or 1>:1 Inc suffix 1'.. II used. will indicate that the bacillus used an 
preparing the Tuherculin wa.<; OhLa.i.rlCd from a ca~c 01 human infcclion, and the suffix P.T. that the 
hacillul\ used was ohlainec.l from a case of hovine infect jon 

(2) Ine standard preparalion of Old l'uhLrculin. IS a quantity or Old Tuberculin kepi in the 

National In:->litulC for Medical Research. rrrunpstcad. 

(J) Each bakb or Old Tuberculin l\1tall be LCl\Lcti for potency by observation 01 iL'i specific 
lOuciLY. hy a nu.:thnd approved hy lhL \i~II , ing <IuLhonly ill sudl a w::Iy iliat the potency of the 
preparation under Icst i:- mt!asurctl hy comparison wllh thai of the standard preparation. Old 
Tuben:ulin shall not he issuct.l iI irs Hdlvily lhffcrs lorm lhal of we standard preparation 10 'uch an 

exl';nt thalilic dilTel\!l1ce is f\::vealctl by the test. 

(4) hldl halch of Old rubucuhn ~l1aU he l~slctl for Ule absence 01 non-specific toxicity by the 
subcutaneous injection of 0.5 c.c, into a llormallluinc3-pig, allli shall be LTca!ed as baving pas. cd 
the lest if su 11 injection does not cauo.;c death or serious symptoms. 

1. 7ilberC:1Ilrn Bowlion Fcllrale.-(1 I'ubcrculin Bouillon HItIalc is Lhc unc ncenLraled Filtrate 
1roOl We growth of BaCIllus "'/Jerel/losis on a !'Ultable numen! broth. For illi preparation the 
haclilus must be grown at approxImately 17 C.. lor a period u~ually not less than 6 week.., 
sulficiclIl 10 allow Ulc surface of the fluid meJium to become covered hy a thick growth of the 
bacillus. At tbc cnd of tbis period the medium is Ir~ tonn bacllli by filtration thr ugb a bacLeria­
proof fiiler. Tht! proper name of Lhe preparation is "Tuberculin Bouillon Filtrate." willI or wilhout 
a sutrix such ali T () A or P.T.C) , nle suffix T.A.O .. if u~ed. will intlit:ate thal the bacillu u. ed in 
preparing U1C Tuberculin Buil1(lII HltraLe was obtained from a case of human mtection ; and the 
sulTix r. ().will indicate that the baci1lu~ used was ohtained from a case of hovine infection. 

(2) l:uch hatch \)1 luhcrl:ulin Bouillon Hllrate shall he le~led for thc ab ence of non-specific 
I()xlcity hy the suh 'ulancous inJOC{Hln of 5 c. c mto a nonnal guinea-pig, and sball be treated as 
havmg pa.<;scdlhc test If such inje ' \lOIl docs not cause t1ealn or seriou!' symptoms. 

4. fest for .wadity - AU Illhcn:uhns sbaU he tested ~ r slcnlity in accordance with Rules 115 
to Ill.) Tuberculin Bouillon Filtrate shall be tested in addItion for ahsence of Living tubercle 
ha 'illi hya meLhod satlsfacwry to the liccnl.ing authority. 
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2 Old llllJerl'ulin.-( I) Olu Tubcrtulin I), the <.:oncentrated liILrall! fr m the growth of 
Bacillus wberculos/s on a suitable nutrknt hroLh. For il.~ prcparat..ion the badllus must be grown at 
approximately 37 C.• t()y a periOd, usually nOI les tJlan 6 weeks. sufficient to allow the surface of 
tile tlul(l medium to become cevered hy a thick groWtll of IDe nadllus. At the eno of this perioo 
the fluid medium. [rom which the ba 'ilh rna r or not have been previously cparalcd by tilLraLion. 
must he concentrated hy l!vaporalion 10 one-tenth of ils original volume, and men be filtered. If 
me required lest for potc.:.m;y shows that the preparation so l:Ollccntratc<.l is morc potent Ulan the 

slandard preparation. Lbe potent;y may he rcuuccu (0 Ihe required degree by appropriate ililulion. 
If the tcst shows that the potency is less than Ibat 01 Ille siandard preparation, it shall DOL be 
increaseu by fur1l1cr evaporauon I lit: proper name or the prepaJalion b "Old Tubl,.'fculin." with or 
Without a ~umx such at L. or P.l Ibe suffix T.. If u 'cd will indicate iliat the bacillus used in 
preparing the Tubcrcultn wao; obtained from a caSL of hum,m infection, and. tJll! suffix P.1. that the 
hacillu); used. was ohmilled from a ru of hovine infection 

(2) Tbe standarll preparation or It,! 'I uhl,;fLulin, is a 4uanllty ot Old Tuberculin kept in the 
National Institute ror Medi al Research. Hampstead. 

(1) r·.ach !latdl of 011.1 Tu~rculin shall be ll:stcd for potency by observation l )f its specific 
toXicity. !ly a mct!lOU approved hy Ille licen. ing authority. in such a way Illal Ule potency of llle 
preparation unuer Icst is mcalooured h> comparison with thaI of lht: standard preparation. ld 
Tuhcr~ulin shall not he issued if ils aClIvity diffcrs rorm mat of the standard preparation to ucb an 

ext~ut tllatlhc difference lloo revealed by the lest. 

(4) Lach hatch of Oll.l Tubcn:uhn ~hall he testell for tlle absence 01 non-~pcclfic toxicity by the 
subcutaneous injection of 0.5 c.c inl l a nonnaJ gumca-pig. and shall he trcal.ed as having pas ed 
the lC!.sl Ii sueh injection d.oe!> not cause death or seriou' symptoms. 

" ii/bercHlln Buuillon Fillrate.--( 1) Tuberculin Bouillon J7illralc is tbe uncODcentrated Filtrate 

lIllm Ihe growth of Bacillus ItIber(l/lo.~is on a suitable nutriell\ hmtb. For its preparation the 

hacillll~ must be grown at approximaLely 37T., tor a period usually not less than 6 weeks, 
.~ulliciclll to allow the surface of Ule fluid medium \() become covered by a thick growth of the 
hacillus. AI the end of tlus pcriod the medium is freed lorm baCIlli by filtratiuD through a bacleria­
prool 1i1Ler. The proper name ( rUle preparation is "Tuberculin Bouillon Filtrale," with or without 
a ~UfrlX sucb as I.O.A or P.T.O. Thl: suffix 1.A.0.. it used. will illdicalc iliat the bacillus used in 
preparing the )'ubcrculin BullIon Filtrate wa~ obLained from a case or hwnan infection; and the 
suffix r () will indlcaLl' that the ba lllu!> used was ohtaineu from a case of hovine infcction. 

(2) l:ach hatch ul Tuhcrculin BOUillon Hltratc shaJl he leslcu r r the absence of nOD- pecific 

toxicity by tlle subcutaneous injection of 'i c. r.:. mto a normaJ guinea-pig. and shall be treated as 
having pa'\scu Ihc test If 'iu\.:h mjection docs not cause death or serious symploms. 

4. Jim jo !' s/uiitty.-All tuhcrculins shall he lestell for sterility in acconhlIlce with Rules 115 
10 t1':.1. Tuberculin Bouillon Filtrate shall be lesled in addition for absence of living tubercle 
n3l.:iUi hy a method satisfactory (0 the licensing authorilY. 



Tubercle Vaccin 

'5 . Dt'finitioll and proper name.- Tubercle vaccines arc preparcllions made fmOl we bacillary 
substance obtained by growth of tb BacdlllJ tuberculosis on artificial media, and consisting of 
suspen ions of !he killed organisms 0 of product · therefrom. in water or other suitable 
suspending fluid. The proper Dame i. ''Tuhcrclc accine", and any o!her descriptive title or 
symbol indicating !he origin of the ba illi or !.he nature of the process of preparation must be used 
in addition to. and nOl in substitution tor, the Ilame "Tul 'rdc Vaccine". 

6. Applicatiorl of plOvisiol/s (IS fo [)acterial vGccilles.-Tilt provisions 01 Pan I (A) of this 
Schedule (which relates 10 U1C production of hactt.!rial V' ·cmc.,,) shalJ apply to the production of 
tubercle vaccmes. 

(0) PROVlSIONS APPLICABLE TO STAPHYLOCOCCUS TOXOID 

1. Definlciun and proper nallle.-Slaphyl 'oeeu); Toxoid is :r.aphylococcus LOrin (the slerile 
filtrate froIn a culture on amtable medium of a tOJdgenk :-.t.rn.in of raphviocoCCLlS). me specific 
toxicity of which bas l1ecn reduced to a low \ alue hy the actinn 1 hemlcal substances in such a 
manner thaI il relains l: llcient properties Ii.' '\0 immullising anl1g\:n. It'i prOp!.;r lIaDle is 
"StaphylocOl.:cus Toxoid". 

Staphylococclls Toxoliis may he j <; 'lIctl t lilt r­

(a) undiluteu ; or 

(b) already diluted with iUl appropri Ie saline SUIUlioll lO the stn:nglb suitable for injection. 

2. LabeUi.lIg.-The lahel on the container shall in<licalc UI dos!!. or flo' ...s, appropriat for 
administration al one inj~cllOn LO a human sublcC1. 

3. Tests.-Staphylococcus Tox lid shall be ~uhmilh.:d 10 LlI' hlilowing I' ·L'i, Il 'hall not )C' 

issued unles' it passes all of the tests. 

(a) Te.'I1s 10 dftermine that llie Ipecijic {w.it'ir I 01 (hl' w.on used m as preparariuTI has been 
.niffineTilly retiuced.-(i) One volume of Ute undiluted staphylt)(,·()( cus toxoid shall be added to 
fOUT volumes of pbysiologi 1 aline solution; C!.IIIa! volume. or Lhis dilutiun of taphylococ us 
toxoid and of a 2 per cent. suspen 'ion of washeu red bloollrorpu cles of !be rnhhil sbaH he mixed 
; when !be mixture is heated to 37" . lor one hour there must he no slgnificant haemulY'is. 

(ii) 0.2 C.c. of the undilul tl staphylococcus toxoid shall be injccted iutraeutaneou ly into a 
normal rabbit or guinea-pig: this injection may cause a slight loca.l reaclion but must nOl produce 
necrosi!'. 

(iii) Tow rabbits roaJl re ilUeclt!d inlmvcnously vith uo:e..'i of staphyl coccus (oltoid calculalt!d 
at the ralC of 2.5 c.c, per kilogram hody weighl : thiS injection mU';t not cause the dc,lth of dtller 
rabbit within three day ' following Ih' lI1Jcclion . 

(b) Test Of lion-specific foxiciIY.-Two 1l0mlaJ mice 511 111 he injected intraperitoneally with 0.5 
c . '. of Ihe undiluted toxoid: this injection mustllOl lise th\! dealll of eilher animal will in s ven 
days folJowing the injection. 

(c) leoSts for patency as an il1ulIunis;lIg anrigell.-1 c.c. 01 tlll.! undilUled stuphylocm: 'U ' toxoid 
. ball be injected into each of not less wan nine normal guinea-pigs on eacb of twO occasions 
separated by an interval of not more lban our weeks; at a <L1lC not laler Wan lWO weeks after the 
second injection the staphylococcus antiwxin presenl in Ule serum of eacb guinea-pig shall be 
delennincd . 
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If lh' serum f each of one-third or more to 111 • gultlca-pigs tested contams I unit or more of 
SLaphylococCU5 anUIo. in per c.c . of serum, the toxoid shall be accepted as sufliciently potent 

PART lll.---PROVISIONS APPLICABLE TO THE PRODUCI'lON OF ALL SERA 
'ROM LIVING ANIMALS 

L. Coruiirion (JIlll limning ofall;lIlal.l'.-(l ) 1 be a.nimals used in lbe producllon of sera must be 
adequately an healthily hou 

(2) Only ht!aIIlIY animal y usC4.l in Ille preparation of sera, and in particular the presence 
of gland rs in burs S )f olb 'r cquic.lne and of tuberculosis in cattle musl he excluded by testing 
wuh maUclU and tuberculin re.'ipe lively. 

(3) Every new animal intended 10 he used 3.'i a source of serum musl be subjected to a period 
01 ohservation III quarantine for at least 7 days. before being admitted to the stables in which the 
st:fum-yieJding animals are housed, 

(4) Ev ry animal u' a a. ource () serum must either he actively immunized against tetanus 
toxin or mu. I be passively imnwniz ' J ,gain 1 thai toxin by injections of tetanus antitoxin in such 
Linse as to ensure the (.:onstant p t:. cncc 01 that antitoxin in the blood during the whole period of 
the u. e o the animal a" a SOlII' L: of . rum. 

2. Staj] fd Estahlishment -'nil; 'st..'lbLi. hmcnt must he under the complete direction and 
control of a competent CXpe.!1 ill b' clcrio)ogy and serology. assistoo by a staff adequate for 
carrying out the tests required uuring the preparation of the scm and m connection with the 
linishcd products. 

3. flu'carwom to be observed in preptlratwll. - (1) l.aboralortes where .sera are exposed to Lhc 
au tn the course of we process of prepa lion must be separated by a suflicient .distance from 
stahle. and anima! bouses to avoid th risk of aerial contamination with bacteria from animal 
excreta. and mu t he rendered fly-proof to prevent such contamination by insects. ucb 
lahorruories must have imp rviou walls and floors anu must be capable of heing readily 
di. infected wht:n Dece.<;s·:try. 

(2) A specml room with Imper\'iou. walls and floor whkh can be wa!:hed and, wben ntX:cs:ary. 
chemically di infecled must he providl!d for the colkclion of blood lrom the living animal 

0) An cf lcienl sy (COl of manure removal must he used. which will prevent its accumuIalJOn 
in the vicinity of any room where blood or ~rum is collected or handled 

(4) An adequate number of cftideDl sterilizers must be prov/{}cd tor the sterilization of all 
gla.<is-warc or C1th r apparatus with which the senlTll may come into contacl in the course of its 
preparation. 

(5) All processes to which Illc serum is suhjected during anti after it~ collection tonn the 
animal, must be designe to presene its stcrility. hut in the case of al1ifi iaUy concentrated sera. it 
shall suftice that the pr()ces~ of concenlIation is couducted wlth scrupulous cleanliness and in 
such a manner ac:. LO avoid unneccssary or dangerous contamination. 

(6) The laboratories in which the Ie 'ling of the sera for potency. stl.>fility and freedom from 
aonormal t xicilY arc ('arricd OUl must be adl.:quate for the pwposc. An adequQte supply of 
animals for lise in such lests and suitable bou iog for such animals must be provided. 
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(7) Provision mus! be made lor complying with any ~pecial condition · which may be laid 
down in this Schedule relating 10 Lhc proou<:Lion and iSsue of the pwticular . rum. in rcspc l of 
which the licence is grdDted. 

4. Unhealthy or injected anlmals.-lf an animal use41 in the production of sera is found to b 
:.;uffering from an infection. except one pradu cd by living organism again \ which il is being 
immunized. or shows signs of serious or persiSlenl ill-J ealth not reasonably atLributable to Lh 
process of unmumzaLion the licensee shaH immediately report the matter La the Iincen mg 
authority and shall, if tbe authority orders an inspection and the inspector so directs. cause such 
animal to be killed and a pOJtmortel1l examination of II to be matie, amI lake steps to prevent any 
serum obtained from the animal being solll or offered for sale umil permission is given hy the 
authority. If the result of the post-mortem examination is surb as LO bring under su picion the 
health of any of !be other animals used for the production of era, the licensing authority may 
prohibit the usc of those animal. for the production of sera or may lake such other steps as may be 
necessary to prevent thl.! issue of sera whIch may bc dangerous Lo human beaJLh. 

Provid d Lhat 1Il a (;asc of cmergenl.:Y Ole person mchucge of the cSlabhshmenL ma} onler th 
destruction of an animal used in the production of sera and ~u. peeled of infeclton, and shall in thal 
case give noticl! forthwith to the licensing autbority and baH pennil an inspector 10 be present at 
the POS{-lIwrtelll examinaLlon. 

PART IV.- PROVISION APPU 'A8U; TO PARTICULAR SERA AND ANTITOXIN 

(A) PROVISIONS APPUCABLE TO ANTI-BACTERIAL SERA AND ANTITOXIC ERA FOR WIDen NO 

POTENCY TEST I PRESCRIBED 

(NOTE.-The sera and antitoxins t< wbich Litis Part of this Schedule applies are the sera (If 
:;olutioru; of lbe purified proteins of ,era separated from the blood of animals whi h bave been 
arLificiaJJy immunised against cultures of nne Of more organism or against a soluble toxin or 
toxins produced by lbe organism or organisms or against ~mtigenic sub tances prepared from !be 
organism )f organIsms.) 

1. Proper Name.-The proper name of any anLi-bacterial serum to wlich Diyi ion A of tbi ' 
Part of this Scbedule appliel . ball be the recogni ed scientific llame of Lbe organi m or orne 
generally rccogmscd abbreviation thereof, preceded by the prefix "anti~. and followed by the wonl 
"serum", as, (or example, "anti-meningococcus serum". The proper name of any antitoxic crwn 
may he fumlcd from tile word "anrilollin". preceded by the Dame of Lbe organism from whi h Ule 
toxin was prepared, and followed, if del ired. by a term indicating we source or the stram of that 
organism, (or example, " ·treptococcus antitoxin (Scarlatina)" . 

2. Quality.-( I) Any such serum shall he i:-.suc.!tl for therapeutic use in the form of cilhcr­

(a) natural serum. i.e .. the liquid product of decantation of the coagulated blood or plasma 
withoul any addilion. other than antiseptic, or 'ublfaction ; or 

(b) a 'olution of the puritied serum proteins containing the specific antibodies. 

(2) AI LiJC Lime of IS ue. the liquid shan he clear or show, at most. a slJght opalescence or 
precipitate. Preparali os of the naturaJ serum shall not contain more than 10 per ccnt of solid 
maller. A solution of the serum protein 'hall not conLain more than 20 per cent of solid mailer. 
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:;. Lanelll1l'!,-( I) The lahcl Oil the container shall indicate the 10t31 numher of c.C in the 
comainer. 

(2) The label on lhe cOlltainer or the lahel or wrapper on the package ball indicate the nalure 
(II tJlC parucular product, thaI IS 10 say, whether natural .'>erum. or a solution of Lbe purified serum 
rrolelll~ 

4. Culwres.-The cultures used in immuniLmg the animals shaH be al all times open 10 
il1!'pcclion, amJ . pecimClIs shall be fumi 'bed lor examination at the request 01 the licensing 
authority 

5. Records.-The permanent records which the Iken'ee is required to keep shaJ1 include the 
foUowing particulars­

(a) as to the cullures-­

(i) Lhe source from which the cullure was obtained; 


Oi) the nature of the material from which the culture was isolated and Lbe date of its isolation; 

and 

(iii) evidence of the identity and specificiLy of I.lle culture ; 

(b) as to the procedure lL"ed ill uDUluniring the animals­

(j) the method of preparing tile I,;ullure or antigen used for irnmunizauoll : 


(ij) the dosage and Ul!!thods empluyed in admmistcring the cullure or antigen; 


(iii) Lhe penod In the cour'e of immuIIIzaLiun at which blooo is withdrawn for preparation of 
the serum. 

(I:) any Lests which may have heen apphed to the . erum to determine its wntent of specific 
anliomliC3 OJ iL) specific therapeutic pot.ency. 

(2) If tlle license!! desires to treaL the performance of any test recorded under ub-paragrapb (1) 
(c) ur this paragmph as determining the date of completion of manufacture for the purposes of 
Rule 109 he shaU submil full particulars f Lhe proposed lest to the licensing authority and obtain 
his approval. 

(D) PROVlSlONS Al'PLICABLE TO ANTI-DYSENTERY SERUM (SmGA) AND OTIlER ANTI·J)ySEN1ER.Y 

ERA 

ANTI·DYSENTER\' SF.RUl\f SHIGA) 

1. Proper Name.-Anti-dyscnlcry serum (Shiga) is the serum or Ille globulins containing the 
specilk immune subsLanccs, 'eparated (rom lbe blood of animals which have been immunized 
against the toxins, cultures or bacterial substances ohLained by artillcia.l cullure of the Bac:illu.\· 
dysenreriae (Shiga). The proper name of the substance is "Antidysenrcry Serum (Shiga)". 

2. Standard preparation.-The tamJard preparation is a quantity of dried serum. obtained 
from horses immunized against the LOxic cOllslituent'l of the Bacillus dysenleriae (Shiga). and kept 
in the NaLionailnstilute for Medtcal Research, IIampstead. 

3 Qualtlv.-{ I) Anti-dysentery erum (Shiga) shaJJ be issuctl for therapeutic use in the ~ em of 
elthcr­

(a) the erum separated from the blood or pla'ima of Ihe immunized animals, or 
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(b) lhe solution of lhe glotmlins containing the specitic immune subsuulccs : or 

(c a dry powder prepared from (1) lhe nalural serum or (ii) the globulins containing the 
~pecific immune subslaIlces. 

(2) If issued in fluid form the liquid shall, at the time uf issue. be clear or sbow, at rno l, a very 
slight opalescence or pre....ipilate. Preparations of the natural 'erum (lhe liquid prodUCI of 
Jel:antalioll. of the coagulated blood without any addition, other than antiseptic, or suhtractiou) 
shaJJ bot contain more than 10 per cent. of 10taJ solId mailer. A solution at the separaled antitoxic 
globulins shall not ccntain morc than 20 per cent. of lotal solid malter. 

4. Strength.--{l) The potency of anti dysentery serum. with rcspecllO its contelll of antihl.xlks 
for the toxic constituents of the Bacillus dysenteriae (Shiga) shall he determined by intravenous 
injection into mite of mi~lures of the serum with a solution or suspension of the silld (oxic 
constituents, which solution or suspension has been standardised in relation 10 the standard 
preparation of aJlti-dysentery serum. 

(2) Each container of anti-dysentery 'crum (Shiga) shall contain a sufficienl number of units in 
excess of the minimum lotal number or units indicated 00 the label to t!llSUlC that the said 
minimum lotal number of units will till be present io the container :.u the dale appearing on the 
label pursuam La Rule 109 (3) (d) as the dale up to which the preparation may be cxpcc[Cd 10 
relaln ils potency. 

5. UfIlt otSwndardisQllOn.-The unit of anti-dysentery serum (Sbiga) lor the purpose of the e 
Rules is the spcdttc neutralising activity for the Bacillus dysenterine (Shiga) contained in ~uch rul 
amount of tIle standard preparation as the Medical Researcb Council in the United Kingdom may 
from Lime to liOlt! indicate as the quanl1ly exactly c4uivalcnt to Ule unit accepted lor internati nal 
use . 

6. Labellillg.-0) The label on the container shall indicatc­

(a) the minimum loLal number 01 UDlIS in the container; and 

(b) either (i) the potency of the preparation with respect to j(J antitoxic value for the toxic 
constitucnL<; of the Baedllls dysenteriae (Shiga). expressed ali the minimum numbe of unit per 
c.c. in Lbe case of liquid products. or as the minimum number of units per gramme in the case of 
dry prodUCL<; ; or (ii) the toLal number of c,c. in the container. 

(2) The label on the container or the label or wrapper 00 the package :;hall indicate the nature 
of the particular product. thal is to say, whether nalural serum, or a solution of the globulins 
containing lhe specific immuoe substances. or a dried nalural serum or dried globulins. 

OTHER ANTI-DYSENTERV SERA 

7. Proper names.-Anti-dysenlery sera prepared by immunizing animal' against bacilli 
producmg dysentery in man, other than the B. dysenreriae (Shiga) shall confonn with the 
provisions of Division (A) of this Part of this Schedule which are applIcable to scm for which no 
potency test is prescribed. TIle proper name sball in each case be "Anti-dy en cry Serum," 
followed. ill brackets. by the personal name of other symbol by which the particular strain or 
strain of dysentery badUi ace identified by bacteriologists-as, for example. It Anti-dY~'Dtery 

Serum (Flexner)," "Anti-dysentery Sennn (Y)," "Anti-dysentery Serwn (Fl~xner. Y)". 
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8. Mixed sera.-A mixed anti·dysentery sennD, prepared by imDllmiziog animals against the 
B. dysenteriae· (Shiga) and in addition against one or more of the other bacilli associated with 
buman dysentery sball confonn with the provisions of Division (A) of this Part of the Schedule 
and shall also, with respect to its content of immune substances for the B. dysenleritu (Shiga) and 
its products, confOIJIl with paragrapbs 3. 4, 5 and 6 (2) in Division (B) thereof: and the number of 
units shown on tbe label shall indicate the neutralizing value of the serum for the products of the 
B. dysenreriae (Shiga) only. The proper name of sucb 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), Hexner, Y)". 

(C) PROVISIoNs APPLrCABLE TO DIPBTIIERIA ANTITOXIN 

1. Definition and Proper Names.- Diphtheria antitoxin is the serum or the antitoxic globulins 
separated from !be bl~ of animals which have been immunized against diphtheria toxin. When 
the Serum or antitoxic globulins are obtained from the blood of horses or other equidae, the 
proper name of the substance is "diphtheria antitoxin." When the serum or antitoxic globulins are 
obrained from animals other than horses or other equidae, the proper name is "dipbtheria 
antitoxin" followed by the common name of the animal from wbich the substance is prepared. 

2. Starulard preparaJion.-The tandard preparation i a quantity of dried dipbtheria antitoxin 
kept in the National Institute for Medical Research, Hampstead, London. 

3. Strength.- (1) Diphtheria antitoxin having a potency of less than 400 units per C.c. in the 
case of liquid preparations, or less than 4,000 units per gramme in the case of dried preparations 
shall not be issued. 

(2) Each container of diphtheria antitioxin shaU contain a sufficient number of units in excess 
of the minimum total number of units indicated on the lable to ensure that the said minimum total 
number of units will sriU be present in the container at the date appearing on the label pursuant to 
Rule 109 (3) (d) as the date up to which the preparation may be expected to retain its potency. 

4. Quality.-Dipbtheria antitoxin sbaU be issued for therapeutic and propbylactic use in the 
form of either­

(a) the serum separa'ed from the blood vi plasma of animals immunized against diphtheria 
toxin; or 

. (b) the solution of the globulins containing the specific antitoxin; 

or 

(c) a ary powder prepared from (i) the natural serum or (ii) the antitoxic globulins containing · 
no antiseptic or other added substance. 

(2) If i.:.sued in fluid form the liquid at the time of issue shall be clear or shall show, at most., a 
very slight opalescence or precipitate. Preparation of tbe natural serum (the liquid p:oduct of 
decantation of the coagulated blood without any addition, other thaD antiseptic, or subtrnction) 
shall 1Iot contain more than 10,Per cenL of solid matter. A solution of the separaled antitvxlc 
globulins sball not cu ••1ain more lban 0.1 gramme of solid matter for eacb 500 antitoxin units. 

5. Unit of srandardiZalion.-The unit of dipbtheria antitoxin for the purposes of these Rules is 
the specific neutralizing activity for diphtheria toxin contained in such an amount of the standard 
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preparation as LI1!! tvie<lica1 Research Council in the Unileu Killgdom may [rom time lO time 
indicate as the quantity exactly eqivalent to the unit acccpteu ror international usc. 

6. feIt for pOlency.- The potency in units of diphthelia antitoxin shall hI! determined in 
accordance with a metllod approved by the Iict!nsing aut.hority by the injection into guinea-pigs of 
a mixture consisting of the antitoxin unller test amI of a diphtheria iOxin which has heen 
standardized in relation to the standard preparation. 

7. La/Jelling . -----{ L) The label on the container :-.hall inc..lkate­

(a) the minimum lotal numner of units in the container: ,Uld 

(h) either (i) the potency of Lhc preparalion expressed as the minimum number of units of 
antitoxin per c.c. in the case of liquid prodUCL<;. or a the minimum number of UUiL'i 01' antitoxin 
per gramme in the case of dry products: or OJ) the total number of C.C. in the container. 

(2) The label on Ule container or the label or· wrapper on the package shall intlkatc the nature 
of Ule particular producl, that is to say whether nalural serum, or a solution of cwliloxic globulins, 
Uried natural serum, or tlned antitollic globulins. 

(0) PRovnoNs APPLI<.:ABLE TO TETANUS ANTITOXIN 

I. Proper name.-TeUUlus Antitoxin is the serum, or the antiloxk globulins scparmed from the 
blooU of animals which have been imJnunizctl againsl tetanus toxin . The proper name of we 
substance is "Tetanus antitoxin." 

2. SWlldard preparation. -The standard preparation 1:0. a quantity of dried tetanus antitOXIn 
kepI in the National Institute for Medical Research, Hampstead. ! ,:mdon. 

3. Srength.- (I) Tetanus antitoxin having a potency of less than 300 units per c.c. in the l:asc 
of liquid prcpanUions, or less Ulan 3000 units per gramme in ille case of tlried preparations. shall 
not be issued for prophylactic use. 

Tetanus antitoxin having a potency of less than 1.600 units per c.c in thl! case of liquid 
preparations. or less than 16.000 unils per gramme in the case of dried preparations shall nOl be 
issued for the lreallnCnl of tetanus . 

(2) Each container or tetanus antitoxin shall contain a suflicienl number of units in ellcess of 
the minimum total number of units indicated on the label to ensure that the said minimwn total 
number of unilS will still be present in the cont.ainer at the date appearing on the label pursuant 10 
Rule 109 (3) (d) as the date up to whjch the preparation may be expected to retain its potency. 

4. Qllality. - (1) Tetanus antitoxin shall be issued for therapeutic and prophylactic use in the 
form of eilher­

(a) the serum separated from the blood or pla'ima of animals immunized against tetanus toxin: 
or 

(b) the solution of the globulins containing the speciCic antitoxin: or 

(c) a dry powder prl!pared from (i) the natural serum or (ii) the antitoxic globulins, and 
conlaining no mlliseptic or other atlded substance. 
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(2) If issued in flUId form the liquid at Lhe time of issue shaH be clear or show at most a very 
slight opalescence or precipitate. Preparations of the natural serum (the liquid product of 
uccanlation, of the coagulated blood without any addition, other than antiseptic, or sublraction) 
shall not l:ontain more than 10 per cent. of IOtai solid malter. A solution of the separated antitoxic 
globulins shall not conlain more than 0.1 gramme of solid mattee foe each 600 antitoxill units. 

5. Unit o! llandardiullion.-The unit of tetanus antilOxin for tht! purposes of these Rules is the 
specific nculralizing activity for leLanU$ toxin contained in , uch an amount of the standard 
preparation as the Medical Research Council in the Uniled Kingdom may from lime to lime 
indicate as the 4uantily exactly tXJivalenL to the unit accepleu for international u ·e.* 

6. lest for potency.-Thc potency in units of tetanus antitoxin shaU be determined by the 
subcutaneous injection into guinea-pigs or mice of mixtures of the preparation willi a tetanus 
toxin whjch has been standardi ed in relation to the tandanJ preparation of tetanus antitoxin. The 
neutralizing value may be detennineu by observation either­

(a) of the greatest dose which fails to prOlCl:t a guinea-pig or mouse from death within 4 days, 
or 

(h) of Ule lea~t L10se which suffil:cS to protect a mouse or guinea-pig from the appearance of 
symptoms 01 tetanus. 

7. Llibelll1lg.-(1) The label on the container shall indicate-­

(a) the minimum total number of units in the conLainer: and 
(0) ciUler (i) the potency of the preparation expressed as Lhe minimum number of units of 

antitoxin per l:.l: . ill tile ea'\c of liquid products, or as U1C minimum number of uniL<; of antitoxin 
per gnurunc in Ule case of dry produc~; or (ii) the lotal number of C.c. in the container; and 

(c) il statcmcntt that the numbers of units indicated are equivalenllO one half of tbose.numbers 
of American units . 

(2) The label on the container or the label or wrapper on we package sball indicate the nature 
of the particular producls, thal is 10 say, wheLher natura] serum, a solution of antitoxic globulins, 
dricu natural serum or dried antitoxic globulins. 

(E) PROVlSIO • APPLICABLE TO GAS-GANGRENE ANTITOXIN (PERFRINGENS) 

(I) Proper NOllles.-Gas-Gangrene Antitoxin (perfringens) is the serum, or the antitoxic 
globulins. separated from' the I:llood of a.nimals which have been immunised against tbe specific 
toxin prepared oy the growth of Bacillus perfringens (8. welchi,) in a Ooid medjum. The proper 
name of the substance is Gas-Gangrcne Antitoxin (peri'ringens). 

2. Standard Prepar{l(ion .- The standard preparation is a quantity of dried gas-gangrene 
anlitoxin (perfringcns) kept in the National Institute for Medil:aI Research, Hampstead. London . 

3. Qualily.-(]) Gas-gangrene antitox.in shall he issued for therapeutic use in the fonn of 
cither­

(a) the serum separated from Ule olood or pla<ima of the immunised animals; or 

(h) lhe solution of the globulins conlairung Lhe spcclfic immune substances; or 

"lblS unll IS ol\c!-h<llf of the UlJlt estabhsheu IIllhe United Stales (If Amenca under the authorily of an Act of the lSI Juty. 

1902. 

t111C Sfalement may be convt!nicDtly gIven III arilJlmelical flxm. Ihus [m t:xample: ­

".! .OOO ullilS (=1 .000 Am\:rI~:1n ullltS)" 
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(c) a dry powder prepared from (i) the natwa1 serum or (il) the globulins containing Iile 
. specific immune substances. 

(2) if issued in fluid from the liquid shall at the time of issue, be clear or sbow, at most, a very 
slight opalescence or IRCipitate. Preparations of the natural serum (the liquid product of 
decantation of the coagulated blood without any addition, other than antiseptic, or subtraction) 
shall not contain more than 10 per cent of solid matter. A solution of the separated antitoxic 
globulins sball not contain more than 20 per cent. of total solid matter. 

4. Strength.-{l) The potency in units of gas-gangrene antioxin (perfringens) shall be 
deteIDlined, in accordance with a method approved by the licensing authority, by the injection into 
animals of a mixture of (be antitoxin under test with a gas-gangrene (perfriogens) toxin which bas 
been standardised in relation to the standard preparation of gas-gangrene antitoxin (perfringens). 

(2) Each container of gas-gangrene antilOxin (perfringens) sbal1 contain a sufficient number of 
units in excess of tbeminimum total Dumber of units indicated on the label to ensure tbal the said 
minimum total number of units will still be present in 'the container at the date appearing on the 
label pursuant to Rule 109 (3) (d) as the date up to which the preparation may be expected to 
retain its potency. 

5. Un" ofStandiJrdizaJion -The unit of gas-gangrene antilOxin (perfringens) for the purposes 
of these Rules is the specific neutralizing activity for gas-gangrene (perfringens) IOxin contained 
in sucb an amount of the standard preparation as the Medical Research Council in the United 
Kingdom may from time to lime indicate as the qwuitity exaclly equivalent 10 the unit accepted 
for international use. 

6. Labelling.- (1) The label on the container shalJ indicate-­

. (a) the ininimom total number of units in the container, and 

(b) either (i) tbe potency of the preparation expressed as the minimum number of units of 
antitoxin pel" c.c. in the case of liquid products or as tbe minimum number of units of antitoxin per 
gramme in tbe case of dry products; or (il) the total number of c.C. in the container. 

(2) The label on the container or the label or wrapper on the package sba1l indicate the nature 
of the particular product. that is to say, whether natural serum, a solution of antitoxic globulins, 
dried natural serum of dried antitoxic globulins. 

7. Mixed Anlitoxins.-A mixed antitoxin, conraining antitoxins against other toxins than that 
of the Bacillus per/ringens, shall, with respect to its content in oni~ of gas-gangrene antitoxin 
(perfringeos). conform with paragrapbs 4, 5 and 6. 

(F) PROVISIONS APPLICABLE TO GAS-GANGRENE ANTrroXIN (OEnEMATlENS) 
, 

- l.Proper Name.-Gas-Gangrene Antitoxin (oedematiens) is the serum, or the antitoxic 
globulins. separated from the blood of animals which have been immunised against the specific 
toxin prepared by tbe..growtb of clostridium oedematiens in a fluid medium. The proper name of 
tbe substance is "Gas-Pangrene Antitoxin (oedematiens)". 

2. SlaiuJard Preparation.-The standard preparation is a quantity of dried gas-gangrene 
antitoxin (oedematiens) kept in the National Institute Cor Medical Research, Hampstead, London. 
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3. Qu(/(IlY.--( 1) (las-Gangrene Antitoxin (oCliematiel1s) . ball he issued for Lbcrapcutic usc in 
the fonn 01 cithcr­

(a) tbe serum separated from the hlood or plasma of the immUlliscd animals; or 

(b) thc solution of the globulins containlllg tJ1C spcdLJ( immune substances: ur 

(c) the urkd solid prepared from 0) tIle natura! serum or Oi) the globulins containing the 
specific immune suiJslances. 

(2) If i 'sued in l1uid from the liquid shall, at We Lime of issu!:: . he clear or 1Illow, at most. a vcry 
slight opalesccnce or precipitate. Pn::panllions of tlle lIatuml serum (tlle liquid product of 
decantaLion of Lbe coagulated blood or plasma without any acWition other Ulan antiseptk, or 
subtraction) shall not contain more than 10 per cent. 01 solid mallcr. A solution of thc separated 
antitoxic globulins shall not contain more than 20 per cenl. of solid mauer. 

4. Srrengrh .-( I ) 111C potcncy in unilS of gas-gangrene antitoxin (ocdemaliens) shall be 

determined, hy a methoo approved hy Ule licensing, authority, by lhe injection inlO :.tnimalli of a 
mixture of the antitoxin under tesL with a gas-gangrene (oedcmaticns) toxin which has hcen 
standan.liscd in relation to tile standard preparation of gas-gangn:ne antitoxin « ()cdemat.ien~). 

(2) Each conUtincr 01 gas-gangrene anLitoxl11 (oedemlltiens) shall contain a sufficient number 
of units ill excess 01 the minimum total numhcr of units inuicatcu on the label to ensure thaL the 
saiu minimum LOW number of units will still be prest!nt in the container at the uate appearing on 
Ille labd pursuant lO Rule 109 en (d) Ihe date up to whIch Ihl.: preparaLion may he expe<.:ted to 
retain its POlCIlCY. 

5. Un/{ o(SwndardisattOn.-The unit of ga'l-gangrcl1c antiloxin (ocuemalicns) for the purposes 
01 tht!sc Rule~ is the spedfic ncutralising aCLivity for gas-gangrene (ocdem.atjcns) toxin contained 
in sm:h an amount of IllC 'aanl.laru preparation as the Medica.! Research Council in tbe United 
Kingdmn may from time to lime iudi<.:atc as the quanLily exactly equivalenl to lilC unit accepted. 
for imematiooaJ usc. 

6. Lohelling .-( 1) The lane! on the container .,hall inuicate­

fa) the minimum IOlal numher of unil, in U1C container: anu 

(b) either (i) the potency or lh~ prcparauon expressed as Ibe minimum numner of unit!. of 

antiloxm per ce. in the ea:o;c of liquid prmlucls, or a~ the mi!!imurn numhcr of units of antiloxin 
per gramme in the u . , of dry prouucts; or (Ii) the tOl.a1 number of .c. il l the wlIlaincr. 

(2) The lahd on the container Of U}(! label or wrapper on t.he package shall int.hcute the naturc 

oj the particular pmuuct, that i:-. to say. whcther natural scrum , a soluLlon of antitoxic glohulin:o;. 
dried natura.l :-,crum or drilXl anl1toxlc glohulill~ . 

7 Mi\ed Anrilo.l.ins.-A mixed antitoxin, cOlltaining antjroxlLls againsl orner toxins than that 
of dO.I·tndium oedc11Ultlens shall, with respeci to its contenl in units of gas-gangrene antitoxin 
(ocuematiens) . confOim wilh paragraph. 4. 5 anti o. 

(G) PROVISIONS APPLICABLE TO GA..<;·GAN(;REl"E ANllTXJN (VmJUON SEPTIQUE) . 

1. Proper Name.-G3.$-Ciangrene Antitoxin (vihrion septique) is the serum or the antitoxic 
glohulins. separated from the blood of animals whicL1 bave heen immuniscd agamst the specitic 



82 

LOxm prepared by the growth of clostridium commonly known a. bibrion septique in atloid 
medium . 111C proper name of the suhstance is "Gas-Gangaren Antitoxin (vibrion sepqtique)." 

2. Standard PreparaTIOII.-The :Iandard preparation is a quantity of dried gas-gangrene 
aUlIt )xin (vihrion ~cptiquc) kept in Ille National Institule for Medical Research, Hampstead 
London , 

1. Quofi(y-(1) Gas-Gangrene Antitoxin (vibrion scptique) shall he issued for Iherapeuti use 
in the fonn of dther­

(a) Ihe serum ;.;epararcd from the blood or pla..,ma of Ille inununisc animals; or 

(b) the solution of lhe glohulins containing Ille specific immunise substances; or 

(t) Ule tlriell solid prepared from 0) the natural serum Of (li) the globulins containing the 
specific.: immune subsla..ces. 

(2) 1f issued in tluid from the liquid ~haJl, at the tinlc of issue, be clear or show, at most, a vcry 
slight opaksl:cnce or preCipitate. Preparations of the natural serum (the liquid product of 
llccantaLion of the coagulated hlood or plasma without any audition other tban antiseplic or 
'>uhlr'dction) shall not contain more than 111 per cent. of );olitl matll:r. 1\ solution of the separated 
antitOXIC glohulins !>h.:l.Ilnol contain more than 20 per cent. of solltl maner. 

4. Strengtll.-(1) The pOlency in unit>; of gas-gangrene antitoxin (vibr~"n septique) 'hall be 
dClennined. hy a methotl approvetl by the licensing authority, by thc injection mtn animal 01 a 
mixture of the antitoxin untl r lest with a oas-gangrene (vibrion scptitjue) toxin which bas been 
slaullanJisctl in rclatioJlto the standard prcpar'dlion of gas-gangrene anliloxin (vibrion s~ptiquc). 

(2) Ea h container of gas-gangrene antitoxin (vihrion scptiquc) shall contain a sum ient 
numhcr of units ill excess or Ole minimum tomi number of units indicated on the lahel to en 'ure 
that Ole smd minimum tntal nU/l1her of units will still he present in Ule cOLltainer al the date 
appearing on Ole label pursuant tll Ruk: 109 (3) (tI) a.<; the dale up to which the preparation may he 
expcctcc..l It rel}!in its potency. 

) . VI/if of Standordlsn!um. - The IInit of gils-gangrene antitoxin ( ii'll;on septique) for the 
purposcs of thc:ie Rule1-t i., Ihl.: ~rx:c.:ilic IH!ulr.ilisillg activily for ga~-gangreut! (vihrion septiqu ,) 
loxin mnta.illcll ill suc.:h an :unOUlll of Ille standard preparation a the Medical Research Council in 
Ule United Kingdmn may from time 10 Lime indicate as the quantity exactly equivaJenl 10 Ille unit 
accepted for illlemational usc. 

6. Lahefllng,- (I) The label Oil the container shall indicatc­

(a) tlle minimum total number of units In the container; anti 

(0) either (i) the potency of the preparation expressed as the minimum !lumber J unils of 
antitoxin per C.c. III lhe e<l'\! ()f u4uic..l producls or as the minimum number of units of anllioxiu per ' 
gramme in U1C Cll'C of llry products; or eli) the toLai number of c.c. in lhc conuuncr. 

(2) The label on Ihe container or Ulc lahel or wrapper on the package hall indicate the nature 
01 the particular product. OlUl is to say. whether natura! scnnn. a solution of alltitoxic globulins, 
dricc..l natural serum Of llricd antitoxic glohulins. 

7, Mi.wli AnliTO).ins.- A mixed antitoxin . containing antitoxins agaiust other toxins than that oj 
Ihc clostridium commonly known a.~ vibrion septique shall. willi respect to its content in units of 
ga.'i-gangrenc antitoxin (vibrion septiquc) conform witb paragmphs 4.5 anti 6. 
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(H) PaovIS10s ApPLICABLE TO GAS-GANGRENE ANTITOXN (lbSTOLYTICUS) 

1. Proper Name.- Gas-Gangrenc Antitoxin (histolyticus) is the <:erum, or the antitoxic 
globulins. separated from Ihe blood of animals which have been immunised against the specific 
toxin prepared by the growth of clostridium histolyticus in a fluid medium. The proper name of 
the substance is "Gas-Gangrene Antitoxin (bistolyticas)." 

2. Standard Preparation.- The standard preparation is a quantity of dried gas-gangrene 
antitoxin (hislolyticu!\) kept in the Nationallnstitute for Medical Research Hampstead. London. 

3. Quality.-( l) Gas-Gangrene Antitoxin (bistolyticus) shall be issued for therapeutic use in 
the fonn of either­

(a) the serum separated from the blood plasma of the immunised animals; or 

(b) the solution of the globulins containing the specific immune substances; or 

(c) the dried solid prepared from (i) the natural serum or (ii) £he globulins containing the 
specific immWle substances. 

(2) If issued in fluid from the liquid shall, a.t the time of issue. be clear or show, at most, a very 
slight opalescence or precipitate. Preparations of the natural serum (the liquid product of 
decantation of the coagulated blood or plasma without any addition other than antiseptic. or 
subtraction) shall not contain more than 10 per cenl of solid matter. A solotion of the separated 
antilOxic globulins tihall not contain more than 20 per cent. of solid matter. 

4. Srrenglh.-{ 1) The polency in units of gas-gangrene antitoxin (bistolyticus) shall be 
detennmed, in accordance with a method approved by the licensing authority, by the injection into 
animals of a mixture of the antitoxin onder test with a gas-gangrene (histolyticus) toxin which bas 
been standardised in relation to the standard preparation of gas-gangrene antitoxin (histolyticus). 

(2) Each container of gas-gangrene antitoxin (bistolyticus) shall contain a sufficient number of 
units in excess of the minimum lmal number of units indicated on the label to ensure that the said 
minimum lOtal number of units will still be present in the container at the date appearing on the 
label pursuant to Rule 109 (3) (d) of these Rules was the date up to which the preparation may be 
expected to retain its potency. 

5. Unit ofStandardisation.-The unit of gas-gangrene antitoxin (histolyticus) for the purposes 
of lbese Roles is the specific neutralising activity for gas-gangrene (histolyticus) toxin contained 
ill such an amount of the standard preparation as the Medical Research Council in the Uniled 
Kingdom may from time 10 time indicate as the quantity exactly equivalent to the unit accepted 
for international 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 expressed as me minimum number of units of 
antitoxin per c.c. in the case of liquid produclS. or as the minimum number of units of antitoxin 
per gramme in the case of dry products; or (ii) the total n"mber of c.C. in the container. 

(2) The label 00 the container or the balet or wrapper on the package shall indicate the nature 
of the particular product. that is to say. whether natural serum. a solution of antitoxin globulins. 
dried natural serum or dried antitoxin globulins. 
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7. Mired Anl;loxirls.-A mixed anlitoxin containing antitoxins against other toxins than that of 
do.wridw1J1 Itistoly({cus shall. witll re. peel IL~ COlllcnl in units of gas-gangrene antitoxin 
(hislOIYlkus). confoDn with paragraphs 4. 5 alltl n. 

(I) PROVlSlO 'S APPLICABLE 1'0 ANTU' EU 10 OCClJS SERUM (TYPE I) 

I . Proper Name .-Antipneumococcu Serum (Type \) is tlle 'erum or the globulins conlaining 
the speci11<.: immune sub'lanccs, 'eparated from tlle blood of tmimals which we have been 
immwlised againsl cultur of a pneumococcus (Diplococcus pneulIwniae) of the variety known 
rypc I. The proper nam~ of the substance is "Amipneumococeus Serum (Type I)". 

2. Stanoard Preparation.- The standard preparation is a quantity dried antipneumococcus 
serum (Type I) kept at the National Institute for Medical Research, Hampstead, London. 

3. Quality -{l) Antipoeumococcus Serum (Type 1) shall be i'sued for therapeutic use in the 
fonn of either­

(a) the serum separated from the blood or pla'ima of the immunised animal. ; or 

(b) Lhc solution of lhe glohulins containing me specific immune suhsttmccs: or 

(c) the dried solid prepared from 0) tJlC natural serum or (ij) mc globuliru. containing Llle 
:;pccifk immune suhstances. 

(2) If issued in fluid form the li40id shall, at tJ1C Lime 01 issue. be clear or show. at most. a 
slight opalea<;cencc or precipitate. Preparations of me nalural 'crum (Lhe liquid product of 
decantation uf the (oagulaled blood or plasma without any audition other than antiseptic, or 
subtraction) shall oot contain more than 10 per cenL of tolal solid matler. A solution of me 
separated globulins sball nOl contain more Iban 20 per cent. of lotal solid matter. 

4. Strengtll.- The potency in units of antipllcumococcus erum (Type I) hall he determined. 
in acconlance with a method approved by thc Licensing Authority. by comparison of the activity 
of lhe serum under test in protecting animals against the lethal action of a virulent culture or 
Diplococcus plleul/lonice (Type 1) wiLll the activity under identical cODditions of the . tandan.l 
preparation of antipneumococcus serum (Type 1) . . 

5. Unit ofSlandardismion.- TIle unit of antipneumococcus serum (Type 1) for the purposes of 
these Rules is thal quantity of the standard preparation which the Medical Re earch COlIDCil in the 
United Kingdom may from lime La time indicate as lhe quantity exactly equivalent to the unit 
accepted tor international use. 

6. Labelling .-(1) 'me label on tile container shall indicate­

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

(b) eilllcr (i) the polency of the preparation expressed as the minimum number of units per c,c 
in the case of liquid products or as the minimum number of units per gramme in the case of dry 
proLluCt. ; or (ii) lhe lotal number ot' c.C. in the container. 

(2) The label on the container or the label or wrapper on the package, shall indicate the nalure 
of lhe particular product, that is (0 say, whether nalural serum, a .olution of antitoxic globuHns, 
Uri d natural serum or dried antitoxic globulins. 
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(3) Tht date to be indicated under Rule 109 (3) (d) shall nol be later than two years after the 
date of manufacture. 

7. Mixed Antip'J-e/l1IwCOCClls Sera .-A mixed antipneumococcus serum containing anti-bodies 
again'iI strains of DiploCQCCUS pneutlloniae other than those of the variety known as Type I. shall 
with respect to its content in units of antipneumococcus serum (Type 1) conform with paragraphs 
4. 5 and 6 of this part of this Schedule. 

(J) PROVISIONS"APPLICABLE TO ANTIPN1WMCOCCUS SERUM (TYPE m 
1. Proper Name.-Antipneumococcus Serum (Type II) is the serum. or the globulins 

containing the specific immWle substances, separated from the blood of animals which have been 
immunised against cultures of a pneumococcus (Diplococcus pneumoniaJ) of the variety Known as 
Type II. The proper name of the sub lance i.~ "Amipneumococcus Serum (Type U)". 

2. Standard Preparalion.-The standard preparation is a quantity of driec.J anti-pneumococcus 
serum (Type Jl) kept at the National instilute for Medical Research, Hampstead. London. 

:\ . Qualil)'.-{ 1) Anlipneumococcus Serum (Type II) shall be issued for therapeutic use in the 

fonn of cither- . 


(u) the serum separated from the hloOO or plasma of the immunised animals; or 
(0) the solUlion of the globulms containing the specilk immune substances; or 
(c) the clricd solid prepared from (i) the natural serum Of (ij) the globulins containing the 

spedfic immune substances. 

(2) lJ issued in t1uid form the liquid shall, at lbe lime of issue be clear or show, at most, a slight 
. opalescence or precipitate. Preparations of the nUluml serum (the liquid product of decantation of 
lhe coagulated blood Of plasm" wilbout any addition. other than antiseptic, or subtraction) shall 
not contain more t11an 10 per ceDt of l!le lotal solid matler. A solulioo of the separated globulins 
shall DOl contain more Lhan 20 per cent. of 10taJ solid matter. 

4. Strengllt .- The p<.>tency in u,U1.~ 01 antjpncwnococcus serum (Type ll) shall be determined, 
in acconlancc witll a method approved hy Ihe Jjcc:znsing Authority. by comparison of the activity 
of the serum under test in protecting animals against the lethal action of a virulent culture of 
Diplococcus pneuflwnia: (Type 11) with me activity untler identical condition of the stan<lard 
preparation of antipneumococcus serum Cfy;'> 11). 

5. Unit of Standardisution.- The unit of anlipneumococcus serum (Type II) for the purposes 
of these Rules is that ljuantily of the slantlard preparation wbich lh~ Medical Research Council in 
the United Kingdom may [rom time 10 lime indicate a<; the quantily exaclly equivalent [0 the unit 
;;. ~cepled for international usc . 

6. Ltlbc!lmg.- (1) Tbe label on the container shall indicate­

(a) the minimum lotal numher of unit~ ill the container: and 

(b) ei!.her (ii) the potency of the prc:zparation expres 'ed as the minimum numher of unils per c.c 
in the case of liquid produCL<; or a~ the minimum number of units per gra:nme in the case of dry 
products: or 

(ii) the total number of t.c in the container. 

(2) The label on the container or the label or wrapper on the package shall indicate the nature . 
of Ibe particular product. that i to say, whether natural serwn. a solution of antitoxic globulins, 
dried· nalllral serum or dried antitoxic globulins. 
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(3) Tht! dale 10 he mdicaled under Rille 1(1) (3) (1.1) ~hall not be laler than Iwo ears after the 
daw of m~UlulaClun.!. 

7 Mil.ed antlpneUliIOWCL'lH sera.-A mixed anLipn umococcus serum conLaining a.nti-booles 
against strains of f)/plococw.v pneWIWlltQ' other than those of the variety known as Type 11. shail. 
wuh respect to Its content in ur.its of antlpcllumocon.:us 'CfW11 ( rypc IT) nform with panlgr'dpils 

4, 5 :.JI1lJ (1. 

(K) PROVISIONS APPLICABLE TO STJ\PIlYl.OCO ·CU. A TITOXlN 

I. Pmper Name.-SLaphylococcu~ antitoxin is the scrum. or tbe antitoxic globulins, separdted 
from Lh blood 01' animrus which have been immuniscd against th loxln prepared by artiflcial 
t.:UItUfI': on suilabJc media of Staphylococci oblillned from cases of infection. The slaphylococclL~ 
lOXlO IS characterizcd by iL\ lelbal action when injected into susceptible animals, by the 
prouucuon of inf1::unmauon when inJccted IOlo suscepuble animals. by thc pmdut.:tlon of 
illl1alllmalion and necrosis when inJcctoo lDlracULancousiy into susceptihle animals. and by its 
Iytk aClion UT mro on the reu hlootl corpuscks of the rabbit. Slaphylo OCCUS antitoxin i.~ 

charal·teriseu hy itl. (lower of neulJ'alilillg these aclivllics of the staphylococcus toxin when mixed 
with it in effctl:ive propo'1ion~ The pmpcr name ot the suhslltnce is "S LaphylococcLls Antitoxin ." 

2. Standard Preparallon.-'lhc standard preparation is a quantilY of dried slaphylococcus 
antitoxlfl kepl in the National Institute for Metlical Research. Htunpslead, ondon. 

3. (Juality.- (I) Slaphyl()~:()ccIIS anlitoxin hall be i:sued for Ulerapeuuc u 'e in Ule lonn 01 
either­

(a) we ·erum separated Irom the hlooo or plasma of we irrununiscd animals; or 

(b) the soiut:on of me giohulins contaJning Ule ~pccifil: immun substance.; or 

(c) the drietl soll1.1 prepared froUl (i) WI! natural serum or (ii) Ule globulins contaiuillg llle 
specilic immune substances. 

(2) If issucu in fluid form we LiquhJ shall, al the lime of issue. tk clear or show. ill most. a very 
slight opalcsCl:ncc or precipitate, Preparations of the naLural 'crum (the liquid pro<.JUCl of 
dccanLaUon of the coagulaLeu blood or plasma without any addition. ower Ulan antiseptic. or 
subtraction) shall OOL contain more tban 10 per ccnl. of solid matter. A solution of me separatcu. 
antitoxic globulins shall not contain more tllan 20 per cent. of total olid maner. 

4. Srrength.-(I) The potency in Un111 of staphylococcus antitoxin shall be determined. in 
accordance with a mcthotl approved by the licensing autllorily and based on the specifiC 
neutralising acu\l1I of the antitoxin under test on a staphylococcus toxin which hru. been 
stanua.rdi eu ill relation to tllc standard preparation of sUlphyh:occus antitoxin. 

(2) Each container of . lapbylococcus amiwxin shall coot.ain a sufficient number of lmils in 
execs!-o of tht! total minimum or uWl'; mllicmeJ on we labeJ to ensure thal. the said minimum toLal 
number of unw; Will still tx; present in the container at the date, ppearing on the label pursuant to 
Rule WY CH {d) U!) the Uale up Lo whieh we preparation may be expected La retain iLs polenc),. 

5, Un" Of standard; salion ,- rbe Untt of Slaphy loc()ccu.s antitoxin for lb.e purposes of these 
Rules is tllt: speCific neutralizing activilY for slapbyloc()ccus toxin contruoeu such an amounloJ 
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thl! standard preparation a.< me Medi al R~earch ('ouncil m the Unitcd Kingdom may from lime 
to lime indicatc as Ule lJuantilY eJlactly equivalent to Ibe unit accepted for mlcmalionai usc. 

6. Labellmg .-( I ) TIle label on the ontainer shall indicale­

(a) the rmnUllutn total number of unil in thl.. l"ontain~r: and 

(h) cuJ1er (1) lhe potent.:y of the preparati n expressed as me minimum numbel of uni!." of 
antiloxin per c.c. in the case of liquid products. or a~ the minimum numhcr of uni . of antitoxin 
per gramme in the calie of dry products or (ij) IllC total number 01 c.c. in r.he cOlltainer. 

(2) me label nn tbe container or [lie label or wrapper on thl! package . hall indicate tbe nature of 
tbe particular product., 1l1aL is to ..ay. whether natural serum, a solutiou of antiloxic globulins. dried 
mllum.l serum or dried a.l1liLOxic glohulins. 

(L) PROV1.."JONS A PPLICA BLE TO A:-;TIVENO I SJ.;R M (A mVENEJIo'E) 

1. Proper Nome.-AnlIvenom , crum (or alltivenene) is lhe serum or the globulim conlaining 
the specific neutralising subMances separated [rom the blood of a.lll1naJs which have heen 
immunmxl agatnst the venom of one or more poisonous snakes. The proper name of tile 
subslance is Alltivenom Serum (or anllvcllcllC) lolloweu hy names 0\ the species r snakes against 
the venoms oj which it bas bl:CI1 prepared. 

2 Standard prep{lr(l'!On.~.-Thc standard preparations arc qUHUlities of lbe !loell venom 01 me 
Illdian Cobra INaia Irtpud/{/n.I). Russdl\ Viper WipeI'll rlI.\,I"I'!li;) kept at lllc enlral Research 
Institute. Kasauk 

1 QlIaliry.-( I) Anliven()m serum (or anLivcncne) shall be issued for therapeutic use in llle 
lonn of eilher­

(a) tbc serulIl ,cparated from the hlo{)t1 or plasma of immuni/ctl animals; or 

(b) the solution oj llle globulin conlairung the spedfic neulrnlizing substances: or 

(e) a dry powtler prepared from (i) Lile natur..u serum or IIi) tlle globulins contaming the 
specific Ilcutrallsing suhstance . 

(2) If i'i~lIed in llllid form the liquid shall. at 1l1C lime or issul!. be clear or "how at fin-t, a very 
sl igllt opal 'sccnec or precipitate. PreparaLions of the nalllraJ serum (the IiqUld proliuet of 
dccmlllllinn 01 the coagulated blood WIIlH1Ul any addition, other than antiseptic. ()r uhtraclion) 
)ohall nOi (;(llltalll more Ihan 10 per cenl. of total solid malter. A olution f tbe eparated 
Ilcutralilmg globulins shall not conl.a.JJl more llJan 20 per cent. of total solid maller. 

4. Streng/fI.-( 1) Ole potency of anuvenom serum (or antivenene) shaU be detcrmined in 
accordance with a metbod approved oy tbc licensing auiliority. 

'i . Labellmg--(l) The lahcl n t.hc onlainer shaU indicaLC­

la) the potency of U1C preparation exprcssed as the weight of dried venom of each , pe ie of 
poi.onous snake agamsl which 11 is prepared . which is ncutrali/cll, under tbe method of (cst 
employed. hy one cubic centimetre of tbe st:rum; 

(11) the tOlal numhcr of cuhil' centimetres in the container. 

(2) The labd on lhe container or the label or wrapper on ilie packaoe shall indicate llle nature 
n( Ihe particular product, that IS to say. whether natural serum or a solution of IllC globulins 
cont<lllltng the SPCI.:ICS neutralil.ing sub.\lances. or a dried nalunu ~enm or dried giohulin" , 



116 	 88 

PART V.-ARsPHENAMINE AND rrs DERIVATIVES (A) GENERAL PRoVISIoNS APPLICABLE TO 

ABSPHENAMlNE AND TO rrs DEiuvATIVES 

1. Standard preparation.-The standard preparations of arsphenam and of the derivatives 
thereof are quantities of those preparations kept in the National Institute for Medical Research, 
Hampstead, London. 

2. Biological tests.-(l) The tests shall be carried out either­

(a) in a central institution appointed by the licensing aulhodty; 

(b) if the licensing authority so direct, in the laboratories of Ibe licensee. 

(2) The licensee shall if the licensing authority so direct. transmit to the appointed institution 
for testing a sample from each finished batch of arsphenamine, or its derivative, intended for 
issue. The sample shall consist of at least six sealed containers of the product as completed for 
issue, taken by random sampling from the whole batcb. and each containing at least 0.6 gramme 
of the product If the licensing authority direct that the tests shall be carried out in the laboratories 
of the licensee, they shall be carried out in strict accordance wilh the directions given by the 
authority. and in comparison with the standard preparation of arsphenamine or the derivative 
thereof corresponding to lhe product under lest. 

(3) The tests shall consist of the following:­

(a) Testfor maximum. roxicity.- Several separate containers from each fmishoo batch shaD be 
tested for tmddty by intravenous (or. where the Pan of this Schedule relating to a particular 
derivative rC'IuireS, by subcutaneous) injection inlo at least teo mice and five rats. or into such 
number of animals of some other species as the licensing authority may consider equivalent, and 
no balch shall be passed for issue which shows a toxicity greater than that of the SlaDdard 

preparation when tested under identical conditions. The lest shall be conducted in accordance with 
such detailed instructions as the licensing authority may issue. 

(b) Test for therapeutic pOlency.--Samples from each balch shall be tested for therapeutic 
potency on a series of mice or rats infected with a swlable strain of pathogenic trypanosomes (T. 
bruce;, T. equiperdum. etc.) in accordance with the foUowiog general method and with such 
detailed insbllclions as the licensing authority may issue 0) the mice or rats on which the test is 

. made 	shcill be infected with the trypan030me employed to an equal degree, lhe degree OOing 
detennined by enumeration per unit volume of blood; (ll) 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 result shall be evaluated by comparison with the effects of the standard 'preparation 
administered to animals of the same species, having the same degree of infection. 

4. Method of issue.- Arsphenamine and any derivative of arsphenamine shall be issued in the 
form of a dry powder either in evacuated glass containers or in glass containers which bave been 
filled before being sealed with some inert gas to !he exclusion of oxygen unless peunission is 
given by the licensing aulhority for the issue of a particular derivative in some other form. 

(B) SPECIAL PROVISIONS APPLICABLE TO NEOARSPHENAMINE 

1. Proper Name.- Neoarsphenamine is the sodium salt of dioxy-diamino-arsenobenzene­
methylene sulphoxylic acid. Its proper name is "Neoarsphenamine." 
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2. Quality.-Neoar pllenamine mu t have thc followmg physical and chemical 
characleri tics:­

(a) the substance rou Lbe in the condition of a yellow. dry powder freely mobile in contact 
witb glass surfaces. and without odour, except such as is duc to trdces of ether or alcohol; 

(b) the substance roust be soluble in water, but insoluable in absolute . ethyl a1cobol and in 
ether. If 0.6 gf'dlllIIle of the substance is added LO 1 cubic centimeLer of distilled water, jt mu t 
tIi solve rapidly and complerely and form a clear. yellow solution, mohile and free Crom 
gelatinous particles antl 'uspcndcd maller of very kind; 

(c) a normal '01utl00 ot sodium carbonate or a 5 per cenl. solution of the anhydrous carbonate, 
added in equal volume to a 10 per cenl. aljueous soLution of neoarsphenamine, must not produce a 
precipitate: 

(d) diluted hydrochloric acid (B.P.) added in equal volume Lo a 10 per cent aqueous solution of 
neoarspbenaminemust give a yellow precipitate of the free acid trom neoarsphenamine. If the 
mixture is wanned. sulphur dioxide must be evolved so as to be detected by iodate-starch paper' 

(c) When a solution of 02 gmmm~ of neoarsphenamine in 10.c.c of water is acidified with 
pho. phone add amI disLiUcd to about onc-haJf its volume, formaldehyde must be evolved 0 as to 
be detected in the distillate by a red ring fanned at the line of contact when five drop of a. 1 per 
!.:cnt . solution of phtmol is added and a Iaycr of sulphuric acid is run under the mixture; 

(l) the dry powder, as taken directly rrom the ampoule. in wbich it is issued, must contain not 
less than 18 per cent. nor more than 21 per cent. of Msenk as detemLined by a method approved 
hy lbe IJcensing authority. 

3. fe.VI for swbilIty.- The product ru; ftUed inlO ampoules shall he kepL at a temperature of 
SO C. [or at least 24 hours and shall retain colour, pbysical properties and solubility subsLantilly 
unchanged at the end of that. penod 

{C) SPEICIAL PROVSIONS ApPLICABLE 1'0 SULPBARSPHENAMlNE 

1. Proper Name- Sulphar pbcnantine is thc sodium salt of dioxy- liamino-arsenobenzene­
methylene-sulphurous acid . It proper name is "Sulphar pbenam inc" . 

2. Qlla/iry.-Sulpharsphenamine mu 't bave the following physi al and chemical 
characteristi s:­

(a) the substancl. InU t be in the condition of a yellow. dry powder, freely mobile in contact 
with glass :urfaces, and without ouour, eXl:cpt that due to traces of etbcr or alco.hol: 

(b) the sub lance mu, l he soluble in watCt but insoluble in alcohol and in ether. If 0.6 gramme 
of the subslaIlce is added to 1 c.e of distilled water, it must di solve rapidly and completely, and 
form a clear, yellow solution. mobile and free from gelaLinou particles and suspended. mauer of 
every kind; 

(c) a normal solution of sodium carbonate or a 5 per cent. solution of the anbydrous carbonate. 
added in equal volume to a 10 per cent. aqueous solution of ulpharsphenamine must I}I l produce 
a precipitate; 

(d) five volum~ of diluted hydrochlOriC acid (B.P.) added to one volmne of a 10 per cenL 
aqueous solution of suJpbarsphcnamine mu I give, after a few minutes. a yellow precipitaJ.e of the 



89 117 

2. Quallty.-Ncoarsphenamine must have the following physical ami chemical 
characleri tics:­

(a) the substance mUSL be in tlle condiLion of a yellow. dry powder freely mobile in contact 
with glass surfaces. and witlloul odour. except such as is duc Lo tt'aces of ether or alcohol; 

(b) the ubstance mUSl be soluble in water, but insoluable in absolule thyl aI oboI and in 
ether. If 0.6 gramme of Ule substance is added to 1 cunic centimeLer of distilled water, it mu I 

dissolve rapidly and completely and fonn a clear. yellow 'oluLion, mobile and free from 
gelatinous particle); and slliipt:nded maller of very kind; 

(c) a normal solution of. odium carbonate or a 5 per cent solution of tbe anhydrou carbonate, 
added in equal volume to a 10 per cent. .aqueous solution of neoar pbenamine, must not produce a 
precipitate: 

(d) diluted hydrochloriC acid (B.P.) added jn t:qual volume to a 10 per cenl aqueous solution of 
neoarspbenamine must give a yellow precipitate of the free acid from neoarsphenamine. If tbe 
mixture is wanned. sulphur diox.ide must be evolved so as to be detected by iodate-starch paper; 

(e) When a solution of 0.2 grammG- of neoarsphenamine in 10.c.c of water is acidified with 
phosphoric add and distille<.lto about olle-balf ils volume, formaldehyde mu l be evolved so as to 
be detcctcu in tlle uistillate by a red ring tarmed at the line of contact when five drops of a 1 per 
cent. so\uLion of phenol is auded and a layer of sulphuric acid is run under the mixture; 

(l) the t.l.ry powder, a'l laken WII!CUy from the ampoules in which it is issued, mu t contain not 
les!. than I R per cenl. nor more than 2 I per cent. of Mscnic as determined by a metbod approved 
hy the licensing autllority. 

3. 7e.w for sflIbility.-1be product as filled into ampoules shall be kept at a temperature of 
50 C, for at least 24 hours and shaH retain colour, physical properties and solubility substantilly 
unchanged m the end of that period 

(C) SPEIClAL PRovSIONS AI't>L1CABLE"'O SULPHARSPHENAMINE 

I. Proper Name-Sulpharspbenamine is the sodium sail of dioxy- liamino-arsenobenzene­
meUlylcnc-sulphurous acid. Its proper name is "Sulpharsphenamine". 

2. Qllality.-Sulpharsphenarninc must have the following physical and cbemical 
characleri,'tics:­

(a) U1C substance must be In the condition of a yellow. t.lry powder, freely mobile in contact 
wiUl glass surfaces, and wilhout odour, exccpt that due to traces of ether or alcobol; 

(b) tlle sub. lance mUln be soluble in water but insoluble in alcohol and in ether. If 0.6 gramme 
of the substance is added 10 I C.c of distilled water, it must dissolve rapidly and completeJy. and 
[onn a clear, yellow solution, mobile and free from gelatinous particles and suspended mal [of 
every kind; 

(c) a nonnal solutiun of sodium C3(boll.ate or a 5 per cent. oiution of the anhydrous carbonate. 
added in equal volume to a 10 per cenl aqueou solution of sulpharnpbenamioe must not produce 
a precipitate; 

(d) five volumes of diluled hydrochloric acid (B.P.) added to one volume of a 10 per cenl. 
a4ueous solution of sulpharspbcnamine must give, afler a few minutes. a yellow precipitate of the 
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trce auu trom "ulpharsphcoanul1c, II Ih~ InixtUll' I~ roiled , sulphur tlillXidc must he evolved so as 
to be dctt'ctetl tly iodaIL'-sl.m:h paper 

(e)Whcl1 a solution of 0 ,2 gramme of sulphmsphcnammc in 10 Cl: water is addified with 
phosphoriL acid imd dislilll!d to "hout one-haH volume, rorlllaic.khyue must he evolveu so as 10 he 
Jeleclcu in the di!\lillate by a rod rlllg ronnel! at tlle line 01 contact when Ii ve dmps 01 a I per cent. 
!\oJurion oj' phenol i ... added and a layer of !\ulphuric add IUn under the mixture: 

(l") Oil addilion of all equal voluml.: of I in IO,()()() indlgo-Can11ill sollllion, a 10 per cent. watery 
solution of ~uJrhru'sphcnamine Illu)'t nm reduce tile inJi!!o-l:annine in 5 minutes at :"to ('­

(g) LIlt' dry powder as taken dinx:Uy trum the ampoules 111 which II i, is!\ued, must contain not 
kss lhan J~ per cent. lr more Ulan 21 per CCllt. of ars<':lli " it' uelcnnulcd hy a method approved hy 
the liccnsing aulhority. 

3. Test I(lf to_tiC/tv and tl1erapl'IIf,t pufenev.- Till! test 01 lllaXlmwn toxicity and tor 
lhcrapcuUL poleney pfe~cnbell in paragmph 2. en of ~cclJon (Ai 01 this Part of Ulis Sdletlulc shall, 
III the c<.L~C of sulpharsphcn;uninc!. he carril'U oul hy sUIxUltlllCOUS injeclion illlo mice or raL'i . 

4. Tesr Jur .wa/J/Ilt)'.- rlle proc.Juu <l" lil1eu mlO ampuub ,hall hc kepl ..it "it'i (' for at least 24 
hours and shull re lain lis colour, physinll properties alld soluhliity <;uoslalllially unchrulgeu at Ille 
end 01 LIlal period, 

(D) SPEUAI. I)ROVISIONS AI'I'LKABL.E 10 DERIVATIVES OJ· ARSrflENA\1J.: 'E OlUER T1tA~ moSE 

SPEc..'lUED IN (8) AND (C) 0(" nns PART 

Nature of .I'uhsrance.-rn lhe c:to;c of any derivate of ar!lpllenammc othl!r than those specified 
ill Sections (8) and (0 of tllis part of Ulh Schedule 111 applicant for a manufacluring Of all import 
licence shall submit 10 till: licensing uuLllorily witil his application a ~latcmenl of UI~ true L'ilCIDlCaJ 

naturc and compositioll of thc lkrivalivc. and a lul1 anti tlctailcd account of !.ht' chemical lesl . hy 
which 1l1al compn~t\ioll IS detenruncu and by . which Ine uniformily of successive hatches I!' 
~ccuJ'cc.l . 

2. i'rnl'f!f NCllIle. - lllc applicant . ball also suhmit witil hb application Ille name whidl he 
proposes to usc lor tile derivalive to which the application rclates, and ~uch name. it approved hy 
IhC' licensing auLllonty. may be used as U1e proper llame 01 the derivativc. 

3. Chemical rest.-If a licence is granled lor the manufaclure of such a derivative of 
arspbenamine. the licensee sball carry out on eadl hatcb l)f the derivative such, if any. of !.he 
chemical tests subrrulled with we application ru; arc :.u.:eeptcd hy we Iu:ensing authority. and any 
oUlers whIcb the authority muy direct a'i reqUlsite for c.lctcnninmg tbe composition and securing 
its unilonnity, No batch of tile derivative which tails to pass any of tile tests so acccpted or 
dlfCcted shall he is!>ued. 

4, ie.I·(s {or tot/elft' and pOiency -Each ba~ b of such derivative sbalJ further he tested. by 
hlOlogical mcLllods. tor toxicity and potency. according to the melhods prescrihed m ~l:~l1on (I\) 
of Ihis Part or this Schedule. In the event of no standard preparation being availahle tor a 
particular denvative , !.he tel,ts shal1 he made in such fonn and their results interprctcu In 
accordance with such cnteria cL'" !hI: liccll)'ing aU!.hority may dire(;!. 
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PART VI-INS UN 

1 Proper Mille . - Insulin i~ U1e prcparaljon !)J the 'rceifie amiiliahclif.: prin 'iplc of thc 
panerea . Its proper name i "10. ulin" 

2. Special C(lTlditioTls of licence - It shall be a condition of every 11 oee to manufaClun: or 10 
import insulin :­

(a) 'lhal It shall not he issued in a tlllXIUfC with an oU1er thcrnpeuuc agent except willl the 
prcvious com-en! of the licensing aulbority : 

(b) n13t if issued for llljceuon suspended in some medium in which i, nOl itself soluble. il . 

shalll'li: lesteLl before suspcn ion. 

3, Standard prtpararwn - Tbe ' tamlanJ prcpamllon is a quuntity of every ~olubh! insulin 
hyJrochloriu prepared and kept in lh National Institute for Medh...al Research, Hampslc d. 
Lontlnn . 

4. UnI' ojSrllndllrdl.wr!llll - The ,!nit of in ulin for the pUrpOses of lhe.'c Rules is the spec..'ific 
activity contamed Ifl . uch an amount of the standard preparation as the Medical Re earcb Council 
in the Uuited Kingdom may lrom Lime to Lime indicate as Ute ljuanlity exaclly equivalent to the 
unit JCCCph.:d for internalional usc. 

5 (lue/lin' . - The acitliiY uf Ih\! prcp'U'cd water solution. as lklermincd by a suitable inrumlor. 
'hall he ,udt til:!t lhe hyLlrogCII-IOIl concentrauon is not Ics. Lilan that 'orre 'p<mll.ing to PH=4, or 
grcale r Lilan that corrcsponiling 10 PII= t 

O. 7i! .\'ts .- (1) The method, used tor testing the potency of preparaLion in comparison with the 
,;t:lllUanJ preparation shall ~ such as the licen. ing authorily may from lime to time approv . 

(2) In addition. sample. ImOl cac11 batcb shaU be testcd in such manner as the licensing 
authority may direct for Ille purpm.\: of 8,<;cenaining its stability under ordinary conditiom; of 
slOl age 

7. COlllaina.- Ln the case of a prepared solution 01 insulin the glass of the cOl,ltainer shall be 
nOIl-allwllnc rc.."iisIrulCC gla!is. 

H. Labelling.- III the L.: 'L"e (If pn:parcLi solutiun of III luin Lhe Label in the container shall 
Intlicall.! the strength as the numncr 1)1' umls per c. c.. anti in the ea e of ompre. sed tablets a"i tile 
numhcr I)f unit~ in eadl taOlel. 

.. PART VII. - rtITl' lTARY (POSTERIOR LOBI':) EXTRA 

1. }Jmf1C'r Name.- Pituitary eXlrncl is the walery exlIact prepared from tbt: :o.cparaleU poslerior 
lul'lC! (lllll\! pituitary butly. or the watery solution of one or more 01 the separaled active principles 
01 that lolx: . lhc proper name of lbe wmplcLc water extract is "Pituitary (post rior lobe) Extra l" . 
I"he proper name of a solution containing one ot lbe separated active priD iplcs i "Oxytocic 
prmcip1c of the pituilary PO 'terior I be" or "Pre, or principle of the pituitary po terior lobe" or 
such oLher name tleseriplive of ,uch a solution a"i the licensing autbority may in any particular 
case approve m writing. 

2. Standard preparocwn - The Slalldard preparation is a quantit)' of dried acctone-ex.ttactetl 
substance ohtainetllrom thf.! posterior lobes of fresh pituitary b >dies of oxen. This standard i kept 
in the National In ' l.ilule for Medical Research, Ilamp tead, LontJon. 

3. Unit (If . {(lndardisatiofl.- (I) Thf.! unit of pituitary extract.... for the purposes of I:be.c Rules 
is the . pccific activity wrresponding to 1l1at yielded by 0.5 milligrammc of Lhe tanJard 
preparcltion when extmcted by the method approved by the licensing authooly under thi. Part 
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(2) When the preparation b. a solution of a separated active principle tbe unjt employed in 
indicaLing 111(: ~trcnglll ~hall be tbe amount of lllat active principle yielded to ~traction by 0.5 
mgm of the slanJard prcparatJOn as dctcnnined by the appropriate biologicaltesl. 

4. QllalIry.- The acidity of the prcparetl watery extracL shalJ be such that lbe hyurogen-ioD 
concentration is not less than Lhal correspontling to pi 1=4 or greater than that corresponding 10 

pH= . 

5. Tests.- (I) lbe mculOd used for preparing the extract from the Sll1ndanl prcparatiun and for 
its use iu a comparaLive biological lC ' l and the biological methods employed in making the le:;t 
shall be such as the licensing authority may [(om time to time approve . 

(2) Srunples from each balch ot llle linished producl shall be tested for sterility in acconlance 
WiLh the methods sel forth in Pan X of me Rules unless the finished product has been sterililed by 
heat ina marmer satisfactory to Ihe licen iog authority after hcing sealet.l in ule containers. 

6. Conw iner.- The glass for thc container shaJl be non-alkaline resislance glass. 

7. La lJelling .- The labcl on the container shall indicate !lle strength of the extract as the 
number 01 units per C.c. 

8: The datc 10 he spccifieu in compliance with the requirements of Rule 109 en (d) shall he 
such dale a!) the licensing authority shall in rulY particular cw,e have approved in writing . 

PART VIIL-lIQ OR AI)RENALINA~ HYDRO tn.ORilll B. P. FOR PAJU."'NTERAL 

ADMINISTRATION 

Proper name.- Liquor Adrenalinac JlydrochLoridi is a slerile solution or atln:naJinc in normal 
saline ami hydrochloric acid containing in each 100 c.c . not les.o; (ban 0.09 \!rammc and not more 
Ulan O. I 10 gramme C9 11 13 0 N3. 

SflIndard Preparatio f!.-Tbc standard p(cparation IS , 4uaJ1ti1y of adrenaline B.P which 
satisfies all the tests for purilY specified in the British Pharmacopreia. ' Il)(~ optical mlalion of a ~ 
per cent. w/v solution of standard Adrenaline in Nil hydrochlork 'acid, shoultl be bctwccn- 'iO 
and-53 degrees. 

Test for pOleflcy.-A suitable soluUon of adrenal inc hydrochloride injected intravenously into 
a cal or a dog by the me\hoo. describc.d hclow produces a rise in lbe systolic blood pressure of the 
animal corresponding to thru proouced by an equal amount of a solution of adrenaline B .P. 

(i Prep.aralio" of the solution j(>r tI,e rest.-The following metho<1 is suggested :- Weigh 
accurately aboUl 0.050 'ramme of standard adrenaline. dissolve it in 5 c.c. of N/lO bydrocWoric 
acid and dilute this to 50 c.c. by Ihe addiljon of d.islilled waler. U1U,' making a 1 in 1.000 solution. 
Tills solution must be recently prepared, otherwise it deteriorates. It will keep for a short lime if 
preserved in b.ard glass containers in a refrigerator. hUl il must be discarded if any signs of 
dcterioralion. such as discolouration are observed. 

Suitable diluLions of the standard adrenaJine solution may Lhen be made in physiologi aJ saline 
[or comparison with equivalent dilutions of Li4uor Adrenalinae II ydrochloridi to he tested. 
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(ij) Methods ofComparison. ofPotellcy.- Eitller of the lallowing methods may be adopted :­

(A) For the pU1pOse of the as ay a full grown cal, preferably male, should be used. The cal 
should be anaesthetised with a suitahle anaesthetic, the pinal chord should be divided and the 
brain destroyed, the re 'plration bemg maintained artificially. The blood pteSl ure is estimated by 
insening a cannula into the carotid artery and connecting the arne with a mercury manometer 
which records on a moving drum. The injections are made inlo the expo~ femoral vein . The 
blood-pressure must be low and rnu t not vary before experiments are s tarted . 

. Determine the amount of standard solution necessary to cause a sub-maximal ri c in blood 
pressure by injecting intravenously varying doses of the solul1on at regular intervals and after a 
satisfacLory dose bas been ascertained. the uniformity of reaction should be tested by the injection 
of two or more doses of equal sjze. If the e injections produce approximately equal increases in 
blood-pres ure, alternaLe injections of the solution to be tested and of the standard are made 
carrying the amount of the unknown until two or more successive injections rai e the blood­
pressure to the same beight, indicating that the amount of active agent is lbe same in the doses 
used. hom the results thus obtained. the strenglb of lbe unknown olution may be detennined and 
adjusted. 

(B) For the purpose of the a~say, a dog of medium size sbouJd be used. The animal should be 
ana ·thetised with a uitable anae.lhctic and maintained under artificial respiration. It is prepared 
for blood pres 'ure estirnallon' by inserting a cannula into the carotid artery and connecting the 
same with a mercury manometer wbich records on a moving drum. Tbe injections are made mto 
thc exposed femoral VCIn Before the test i. made. in case any muscular movement ueb ac; 
twitching is presenl., the uog :-;b uJd reCClve by intravenous injection a sufiicienl docs of curare, 
but if the animal is deeply anae theLised thi is not necessary. The dog shouJd also receive a 
ufficient dose of atropine ulphate (from 0.001 gramme to 0.002 gramme) to paralyse the vagi, 

lhis paraly is being proved by electrical sLimuJation. Injections rnu 1 be made at regular intervals 
of approximately 5 minutes. 

Determine the amount of tandanl solution necessary to cause a rise in blood-pressure from 30 
to 60 mDl. of mercury by injecting intravenously varying dose of the solution and after a 
~ti 'faclory dose has been ascertal.Oed the uniformity of reaction should be tested by the injection 
of two or more dose of equal size. If the e injections produce approximately equal increases in 
blood-pressure, alternate injections of lbc solution to be tested and of the standard are made 
varying the amount of lbe unknown until two or more succes ive injections raise the blood­
pressure to the same beight indicating that the :unount of active agent is the same in the doses 
used. From the results thus obtained, the SLrengLh of the unknown solution may be determined and 
adju ted . 

Containers.-Ampoule shall he made of wbite resistance gJas passing the B.P. tests for 
limits of al.lcalinity of glass. Containers other (ban ampoules shall be made of amber coloured 
resistance glass passing the B.P. tests for limits of alkalinity of glass. 

Slorage.-Liquor Adteualinae Hydrochlorldi · sban be kept in small, well-filled, well-closed, 
bottle or ampoules, protected {rom Ugbl If the solution becomes brown in colour or contains a 
precipitate, it must be rejected. A suitable pre ervative may be added to the solution. 
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Labelling .-The label of !.he container shaH contain the following in addition (0 any other 
particulars pre cribed in !.hese rules :­

I. Strength of the solution. 

2. The word "sterile" or "suitable for parenteral injection" . 

3. Dose (0.12 to 0.5 mil . by injection) . 

4. Caution-If the solution is brown in colour or conlains a precipitate it mUSl be rejectcU. 

PART IX.- ANy OTIIER PREPARATIO S IN FORM TO BE ADMINISTERED PARENTERALLY 

7lms.-l. The preparation shall be in a container which preclude the access of bacteria. 

2. The composition of lbe preparation shall be in accordance with the composition stated on 
the label. Sucb deviations as may he allowed in me composition of the preparation -haJJ be flXed 
by the Licensing Officer. 

3. The preparation shall omply with tes~ for sterility. 

4. If the container is made of glass, the glas hall pruiS the tests for linul of alkalinity in gJas 
laid down in the British Pharmacopoeia. 

PART X.- SURGICAL LIGATURE AND SURGICAL SUTURE 

1. Proper Name.- Surgical ligature or suture is any ligature or form of binding material 
prepared from the gut or any ti sue of an animal and offered or intended to be offered for sale for 
use in surgical operation upon the human body. Where sucb ligature or suture is offered or 
intended to be offered for sale ~ sterile and ready for use the proper name of the substance sball 
be "sterilized surgical ligature or sterilized surgical sulure" followed, in brackets, by th accepted 
scicntilic name or a till descriptive of the true nature and origin of the ubstance as. faT 
examplc:- ". terilized surgical ligature (catgul)" or " terilized surgical suture (borsehair)" . 

2. Tesljor Sterilily.- Every batch at" surgicalligalure (suture) shall can isl entirely of material 
collected under uniform conditions and. simultaneously subjected or intended to be subjected to 
Lhe same proc or series of processes for rendering it sterile. 

3. A sample of surgical ligature (suture) s.haU be taken from each batch con isting of not less 
than 1 per cent. of the whole quantity of material constituting the balch. The sample shall, when 
practicable, be the contents of at least one whole container or packet, and shall be drawn at 
random from Lhe wbole number of containers or packets constituting lbe batc.h. 

4. The sample sball be subjected to the following processes for testing its tcrility:­

(a) The container or packet hall be opened and the sample removed with aseptic precautions: 

(b) Afler all the adherent fluid bas been drained off as completely as possible the sample. hall 
be placed entire in a test lube alleast 3.5 ems. in diameter and 17.5 ClL.,';. in lengl.b containing 50 
mils. of sterlie distilled water. Tbi tube sball then be closed by some met.hod which will preclud 
the access of bacteria.. and be placed in an incubator at37"C for 24 hours. 
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(c) After this in ubation. the sample halJ be aseptically transferred to a imilar tube containing 
a !-oolution of I per cent. of sodium thiosulphate and 1 per cent. of crystallised sodium carbonate in 
distilled water. the tube and solution having been previously sterilized in the autoclave. In this 
solution the sample shall again be incubated for 24 bours at 37"C. 

(d) After the second incubation the ample shall be again removed aseptically and, without 
funher washing, shall be examined for the presence of living bacteria and their spores. 

The sterility tests shall be l:arried out either (i) by the method prescribed in Rules 117 (1 ), (2), 
n) and 118 (1) ; or (ij) by placing Ule sample in a tube at least 3.5 ems. in diameter and 17 .5 ems. 
in length containing not les ' than 50 mih. of a culture medium prepared by dissolving 0.2 per 
cent. of prepared agar-agar in a nutrient bacteriological brolh* . the mixture being sterilized in the 
autoclave : 

Provided that, if a manufacturer satisiies the licensing auiliority ilial he bas ~eady in use tests 
for the presence of living aeroeic or anaerobic bacteria. and thaI these tests. as applied by him, 
will tlelect the presence of such bacteria in [he ligature (suture) as ready for issue with a certainly 
at least equal to Ulat afl'onJcd by the applkation of ilic tests prescribed in the above mentioned 
articles, llle licensing authority may approve tile use of such tests in the place of the tests so 
prescribed ; but. in that event, the aulllority may at any time withdraw . uch approval and require 
the manufacturer to carry out the prescribed lests ; 

(e ) The tubes of cultw'e medium containing tilC sample shall he incubated al 37·C. for 12 
days , and examined daily for the growth of bactcria ; 

(f) If no such growth is detected during this period. the batch from wbich tlle sample was 
drawn shall b~ treated as free from living bacteria and their spores, and as having passed tlIe tests : 

Provided lllal if a licensee satislies the licensing authority thaL the tesL<; prescribed in sub­
paragraph (c) of this paragraph for freeing suhslafices from comhinetl or adherent antiseptics are 
no! suitable for application to the substance which he is licensed 10 manufacture or import, the 
licensing authority may approve in writing the application of altematjve tests in place of the tests • 

so prescribed. 

Labelling .-For the purpose of Rule 109 (3) (b) the date on which the manufacture of the 
balch is completed shall be the <late on which the lest for sterility was completed. 

PART XI.-A.-TllE D1GnALS GROUP OF DRUGS AND ERGOT AND ns DERIVATIVES 

1. Proper names elc.- The proper names, standard preparations, unils of standardisation , 
quality and method of storage of drugs belonging to ilie digitalis group and of ergot and its 
derivatives shall be those specitied in the Britisb Pbarmacopoeia. 

2. le.fls.- Drugs belonging to the digitalis group and ergot and its derivatives shall be 
submiLLed to the tests described in the British Pharmacopoeia. 

• Notc.-nle broth may preferable be made by the digestion pf meat with trypSin Dougal's both or Hartly 's modification 

thereof. 
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B.-FIsH LIVER on.s 

1. Units of standardisalion.- The units of standardisation for vitamin preparations shall be 
!hose specified in the British Pharmacopoeia 

2. Tests.- Fish-liver oils and other vitamin preparations shaU be submitted to one of the tests 
for activity specified in the British Pharmacopoeia 

C.- LIQUOR ADRENALINAE DYDROCHLRIDI NOT TO BE ADMINISTERED PARENTERALLY 

These preparations shall be submitted to the test presaibed in part vm of this scbedule 
except that they will not be tested for sterility. The label on the container and the label or wrapper 
on the package shall bear the words "Not to be injected" clearly printed in a distinctive manner in 
addition to any particulars prescribed in these Rules. 

D.- PREPARATIONS CONTAINING ANY VITAMINS IN A FORM NOT TO BE ADMlNJSTE1lED 


PARENTERALLY 


Definition.-Vitamins include natural and synthetic Vitamins, synthetic derivatives of 
Vitamins, Vitamin esrets and synthetic sub-stances baving pbysiological actions comparable with 
those of the aforementioned substances and nalural products containing Vitamins. 

Units Of Stanaardisation.-The units of standardisation for Vitamin preparations shall be those 
specified in !he British Pbarmacopreia 

Tesls.- Drugs containing Vitamins shall be submitted to the jests for Vitamins prescribed in 
the Britisb Pharmacopreia or the United States Pbannacopreia 

LabeUlng.- The number of units of each vitamin per unit of volume or weigbt shall be 
declared on the label. 

2. The label on the container and the label or wrapper on the package sball bear the words "Not 
to be injected" clearly printed in a distinctive manner in addition to any odlel' particulars 
prescribed in any other Rule. 

E.- PREPARATIONS CONTAINING LIVER EXTRACT IN ANV FO"RM NOT TO BE ADMINlS'I'ERED, 
PARENTAlb\LLY 

rests.-Drugs containing liver extract shall be submitted to the tests prescribed in the British 
Pbannaco(lOeia or the United States Pbarmacop<:>eia. 

LAbelling.-The label on the container and the label or wrapper on the paclcage shall bear the 
words "Not to be injected" clearly printed in a distinctive manner in addition 10 any particulars 
prescribed in any other Rule. ­

PREPARAIONS CONTAINING HORMONES IN ANY FORM NOT TO BE ADMINISTERED PAllEN'I"EIlALLY 

Definition.-Hormones include nalUJ'al and synthetic Hormones, synthetic derivatives of 
Hormones. Hormone esters and sY!ithetic sub-glandular products containing Hormones. 

Tests.-Drugs containing Honrlones shall be submitted to the tests presaibed in the British 
PbarmacopO!ia or the United States Pharmacopceia or by the licensing authority if any particular 
Hormone is not included 10 the British Pbannacopreia or the United States Pbannacopceia. 
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Labe lling.-The label aD the container and the label or wrapper on the package sball bear the 
words "Not to be injected" clearly printed in a distinctive manner in addition to any particulars 
prescribed in any other Rule. 

PART XU. - GENERAL 

1. For the purpose ' of this Schedule, any test or method of tesling described in the Britisb 
Phannacopreia shaH be deemed to be a method approved by the licensing authority. 

2. 'The licensing authority shaH published in the official Gazette from time to time particulars 
of any Ie t or method of testing approved by him . 

SCHEDULE G 

'(See Rule 97] 

AllyJisopropylacetylurea ; 
InsuJjl'l ; 
Phenylethylliydantion ; it salts; iL<; acyl derivatives; their salts ; 
Piruitaty gland. the aetive prinCiples of : 
T hyroid gland, the active prinCiples of ; their sallS. 

SCHEDULE H 
\ 

[See Rule 65 (9 and 11 )] 

Substances required 10 be sold by retail only upon a prescription given by a registered medical 
practitioner 

Amidopyrine ; its sallS. 

Barbituric acid ; irs sallS ; derl"atives of barbiluric acid ; their salts ; compounds of barbituric 
acid, its salts, irs derivatives, their salts. wilb any other substance; provided that compounds, the 
batbilUrlc acid content of which does not exceed 50 milligrams in a single therapeutic dose shall 
be exempted. 

Dinitrocresols ; dinitronaphtbols ; dinitrophenols ; dinitrothymols. 

Para-aminobenzenesulpbonamide; its salts; derivatives of para-aminobenzenesulpbonamide 
having any Of the hydrogen atoms of !he para-amino group or of the sulphonamide group 
substituted by another radical; their salls. 

Phenylcinchoninic acid; Salicylcinchoninic acid; their sallS. their esters. 

Sulphonal; alkyl sulphonals. 
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SCHEDULE I 

[see Rule 101 (4)1 

Particu lar.l· (1S 10 proporT iOTl of poi.mn In Cerlalfl cases 

Name of Poison Particulars 

Alkaloids ­
AC(lnil~. alkalollis of 

B<:!lladonna. alkall'l(ls ~If 
Call1hnr ~nn . Ikaloitl s uf 
Coca, nlk .. loic.ls " f 
Ephe dra. a l kaJ ()Id~ of 
Ergol, ,LlkuluI<.Js of 
(;e!.<cOIium. al kalvids of 

Jaborandi . alkalOIds " f 
Lohdia. alkalOids ot 
Pomcgrnnnll'. alkalnuls of 
Solan a"cnll . nlkahll(l~ n,)t 

,)Iherwi,e includec.l in 
Schcdul~ E. 

Slavl!~at:re , alka.lo ids of 
V ·rmrum. alblnl( l.., f 

Ynillmha. al kaloids uf 

Anlllllllnln i r " "O(1$ 

ArsenIcal poisons . 

BariulTI. saIlS of 

DillllaJi.~, gly.:osides of ; other nCllw 

principl ~ of digitalis. 

Hydrocyanic aenl ; cyanides ; 

clouhlc cyanides of mercury zinc. 

Lead, compounds uf. wiUI acid.~ 


from fixer! Oils. 


Mercury, Organic compounds of 

Ph<lnOls 

111~ pruporuon of any one nlkal()ld of aconite Wilt Ule prcparnljon would he 
calculatt! t1 \() contain on Ule a.~ .wrnpt lnn Ihat all Il,e nl ka lnill~ of aconite in me 
prqmralion were d,a! albloid. 

The sallie a.~ above. with the substiluli on ror d,,: rd erence to aconite of a 
rcie r" nce to bel ladonna, calabar bellD or sud , other o r the said p'JISOns 3.~ me 

l'U,'" may r~ qlli r" . 

The proportIOn of antimony triollic.le, (S1l2 OJ) or anltn1()ny penloxitk S020:'i) 

thai dIe preparation would be calculated 10 contain on the a5slImptt (ln that ill<' 
:tnlllllony (Sb) in the poison had be~n wh olly convened illt o atturn"ny trioxide vr 

antim\)ny pcntollide as Ihe case may 00. 

'nle prop<lnion of ar.~t!nic trioxide (As2 ( 3) or arscni~ pentoxide (As;! OS) Ulat 

the preparation would be calculrued [0 contain on Ille a.~sumpllon thai tlle arsenjc 

(As ) in Ihe poison hnd been wholly .:onvened into arsenic InolUd" or ar cnK 

pentoxlde as the C ;L~C may he. 

TIle pl"oporljon of on" pnnicular banurn .~a lt whidl Inc prepl1t81ion woul be 

calcu.lated t contain on the assumpIJon that the hartu m (Oa) in Ule p(li~on hac! 

been wit \I y converted mto thnl sail. 

The number of units of acbvity as defined In thl! British Pharmacop;ela 

contained in u specified quunbly (If the preparnuon . 

TIle proponion of hydrocyani ..: aCId (HeN) Llml the preplU'uuon woull! be 

calculated 10 l'onl.3in nn the doSsumption Ihat the c yan\(le.~ in lhe poison hud been 

whony converted into hydrncyani..: ;\\:itl . 

Thl! porportion of IMli o~t1e (PbO) lhal the prtlplU'uuon wouJd be calculated to 

contain on lhe tL~sumpti(ln Ihal the Ic:ac.l in tJlt~ pOison had been wholly ",lllVerte<.l 

into lead oxide. 

The proportion of organically combi ned mercury (HI:) contaaned in th" 
pr-eparatio (1, 

The proportion of phenol~ (addcd together ) col1ta..tned jn the preparation. 
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Name of Poison 	 Particulars 

Compounds of phenol with a metal ... 	 The propation of phenols (added together) that the preporation ",ould be 
calculated to contain on the assumption that the compound of pbe.nols with a 
metal bad been whoUy converted Ihto the correspondlDg phenols. 

Pituitary gland, the active principles <:L ... Either­

(a) 	 The numb« of units of activity as defined in the British PIulmuu:OpIZW 
contained in a specified quantity of the preparation ; or 

(b) The proportion of pituitary gland, or of anterior or of posterior lobe of the 
gland, as the case may be, contained in the preparation; or 

(c) 	 The amount of pituiwy gland, or of anterior of posterior lobe d the gland 
SA the case may be from which a specified quantity of the preparAtion was 
obtained, togetha with 'an mdication whether the amount relates to fresh 
or to dried gland substance. 

Potassium hydroxide 	 The proportion of poliSSium monoxide (K.z 0 ) which the preparation would be 
calculated to contain on the assumption that the potassium hydroxide in the 
preparation had been whoHy converted into potas3ium monoxide. 

S_odium hydroxide 	 nle proportion of sodium moooxide (Naz 0 ) which the preparation would be 
calculated to contain on the asswnption that the sodium hydroxide in the 
preparation hid been wholly converted into sodium monoxide. 

Strophanthus, glycosides of 	 The amount of standud Tincture of SltOphantbus as defined in the British 
PlulrmacoplZia which posse.sses the same activjty as a specified of quantity of 
the preparation when assayed by the method descnbed .in the said 
Plulrmacopaia. 

Supruenal gland, the active 	 Either ­
principles of ; their salts. 

(a) 	 The proportion of 5Uprarellal gland or of the cort~l or of tho medulla of 
the gland, as the case may be, cont.a.ined in the preparation; fJt 

(b) 	 The amount of ,upnrenal gland or of the cortex or of the medulla of the 
Bland, as the case may be, from which a !pCCified quantity of · the 
Jlfeparation was obtaiDe!l. together with an Indication whether the amount 
relates 10 fresh 01 dried gl~d substance. 

Thyroid gland, the active principle"! of; Elther ­
their salts. 

(a) 	 The proportion of thyroid gJand cODlBined 10 the pre.pan&.ion ; or 

(b) 	 The amount of thyroid gland from which a. specified quantity of the 
preparation was obtaiued together with an i.odication whether the amount 
relates to fresh or dried-gland. 
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SCHEDULE J 
[See Rule 106] 

Diseases and aiimenls which a drug may 110 t purport or claim to cure. 
Blindness. 
Bright's disease. 
C~ncer. 

Cataract. 

Deafness. 

Delayed Menstruation. 

Diabetes. 

Epijep y. 

Female Diseases (in general). 

Fevers (i n general). 

Fits. 

Glaucom~. 

Goitre. 

Gonorrhoea. 

Heart Diseases. 

High Blood Pressure. 

Hydrocele. 


Infanti le paralysis 

Leprosy. 
Leucoderma. 

Lockjaw. 
Locomotor Ataxia 
Lunacy. 

Lupus. 
Obesity. 
Paralysis. 

Plague . 
Rupture . 

Sexual impotence. 
Small Pox. 

Soft OIancre. 
Syphyllis. 
Tuberculosis. 
Tumow-s. 
Venereal Diseases (in general). 

SCHEDULE K 
[See Rule 123] 

Class of drugs 	 Extent and conditions of exemption 

1. Substances nOl intended AU the provisions of Chapter IV of the Act and the rules 
medicinal use. thereunder. subject to the condition that the drug is not sold 

for medicinal use or for use in the manufacture of medicines 
and does nOl purport to comply with the Staftdard set out ill 

Ibe Schedule to the Act. 

2. 	Drugs other than biological and The provisions of clause (c) of section 18 of the Act 
other special products. specified 
in Schedule C or preparations 
containing such products, sold. 
or slOCked for sale, by way of 
wholesale dealing. 

3. Biological 	 and other special All the provisions of ChlWier IV of the Act and the rules 
products specified in Schedule thereunder, subject to the condition that each container shall 
C intended to be used solely for bear a label indicating thal the substance is for veterinary use 
veterinary purposes. ooly. 

4. 	Patent or proprietary medicines AU the provisions of Chapter IV of !he · Act and rules 
intended to be used solely for thereunder, subject. to the condition that the description 00 

veterinary purposes. the label or the container shall indicate that !lie medicine is 
intended for administration to animals. 
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Class of drug 	 Extent and conditions of exemption 

Drugs supplied by a registered 
medical pra 'tilioner to his own 
patient, or any drug specified in 

Schedule C supplied by a 
regi '(ered medical practitioner 

at the request of an other , uch 
practitioner U' il is specially 
prepared with reference to !he 
condition and for !he use of an 
individual patient provided the 
regislered ffiooical practitioner 
is nOI «(0 keeping an open ~op 
or ( lJ) selling across the coumer 
Of (c:) engaged in the 
imp nation, manufacture. 
distribution or sale of drug: in 
Briti 'h India to a degree which 
renders bim liable to the 
provisions of Chapter IV of !he 
Act and the rules thereunder 
and drug supplied by a hospital (e) 
or dispensary maintaineu or 
supponed by lovemment or a 
lm.:al body or by charity or 
voluntary subscription. 

6. Medicine supplied by 
veterinary hospital or by 
veterinary surgeon. 

7. Quinine sulphate 

AU the provisions of Chapter IV of the Act and Ule rules 
thereunder, SUl:>iCCI to the condition that, in the ca'iC of a 
medicine containing a sub. lance specified in Schedule E­

( ) 	Th d" hall b I bell d 'th li d 
a e me lcme s < e a e WI le name an 

address of the in litution by wbich, or the registered 
medical practitioner by whom, it is supplied; 

(b ) 	If the medicine is for external application. it shall be 

(c) 

(d) 

labelled with the words "PoL on, f r xternal usc only," 
or, if it is for internal u e with the dose ; 

The name of the medicine or ingredients of the 
preparation and the quantities thereof, the uose 
prescribctl, the name of the patient and the dale of 
supply and, in the case of a mcwcine supplied by a 
ho pita! or dispensary. the naml! of the person who gave 
the prescription sllall be emcred at tbe time of supply in 
a regi ter to be maintained for th purpose; 

The entry in the register shall be given a number and that 
number lIhall be entered on the label of the container; 

The register and the prescriptions, if any. on which the 
medicines are issueu, shall be preservcd for not less than 
two years from Lhe date of ll1e last entry in the register or 
the date of th prescriplion a., lhe case may be. 

a 	 All !he provisions of Chapler TV of the Act and the rule 
a 	 thereunder subject to the condition that in we case of a 

medidne containing a , ub ' tance 'pccificd in Scbedule E we 
container shall bear a label indicating that lbe medicinc is 
inLCn<iLu lOr animal treatmcnl. 

"[be provisions of sub-section (a) (j) of Section 18 of the Act 
to the following extent: ­

(I) 	 The colour of the drug may be pink, owing (0 iL., being 
coloured with an edible pink colourwg maller ; 

(ii ) 	 The B.P. leSl (or readily camonisable sub lances 
produce a yellow colour of an intensity aboul four lim s 
the colour produced with quinine sulphate conforming 
LO the B.P. standards. 

( iii ) 	Other Cinchona alkaloids present sball not exceed 6 p!![ 

cent. ; and 

(iv) 	The residue on incineration shall not exceed 0 .14 per 
ccnl. 
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LIST OF AGENT~ IN PAKISTAN AND ABROAD FROM WHOM GOVERNMENT OF 
PAKISTAN PUBLICATIONS ARE AVAD..ABLE 

I.-INLAND 

1. PROVINCIAL GOVERNMENT BOOK DEPOTS : ­
North-West Fron,ier Province : ­
Manager, Governmenl Printing and Stationery, N.w.F.P .. Pesbawar. 

Sind : ­
Superintendent, Sind Government Book Depot and Record Office, Karachi (Saddar). 


PWljab : ­
Superintendent, Government Printing Punjab, Lahore. 

2. PRIVATE BOOK SELLERS :-

Eas, Bengal :-
Messrs. 1be Pak. Co-operative Book Society Ltd., Chittagong. 
Messrs. Kohinoor Library, Ander-killa, Chiuagong . 

. Messrs. Burbani Paper Mart, II Bangia Bazar, Dhaka. 
Messrs. Qazi Khl1IShid Mustufa., 23-Rajani Cboudhry Road, Gandaria. Dacca_ 

North-West Frontier Province:-
Messrs. FerozsoDS, 35, The Mall. Peshawar. 

Karachi :-
Messrs. Aero Slore.~ , 170, Napier Road, Karachi. 
Messrs . Fer07.50DS, Bunder Road , Karachi 
Messrs. KitabislAn, Ltd .. 18, HOIel Metropole, Victoria Road, Karaclli . 
Messrs. Pioneer Paper and Stationery House, 1. Avan Lodge. Opp. Do. Medical College. Bunder Road, Karachi. 
Messrs. Windsor Book Stall, Elphinstone St:eet, Karachi. 
Messrs. Burhani Paper Mart, Campbell Street, Karachi 
Messrs. Pakistan Law House, opposite Small Causes Court, Karachi. 
Messrs. The Bookland, Bunder Road. Karachi . 

Sind :­
Me~~srs . Educational Book Depot. Stationers and Book Sellers. School Rc;;j Hyderabad, Sind. 

Punjab :-
Messrs. Danishmand & Co. Khar Khana Bazar. Lyallpur. 
Messrs. Fero7.5ons, T..t: Mall, Lahore. 
Messrs. Th~ Punjab ReligIOUS Book Society, Anarkali, Lahore. 
Messrs. Nawai Waqt Publications, Ltd., Lahore. 
Messrs . Manzoor & Co., (pak.), Ltd., 6, The Mall, Lahore. 
Messrs. A. M. John & Co .• Kalchery Road, P. 8. No. 297, Lahore. 
Messrs. The Publishers United Ltd., 176-Anarkali, Lahore. 

n.-FOREIGN 

TIle Embassy of Pakistan in Afghanistan, Kabut. 
The High Commissioner for Pakistan in Australia, Dalon House (4th Roor) 115, Piu Street, Sydney. 
The Emba!sy of Pakistan in Burma, Raugoon. 
The Hi gh ComlDJSsioner (or Pakistan in Canada. Ottawa. 
The Embassy of Pakistan in Egypt, Cairo. 
The High LOh.Clissioner for Pakistan in India, New Delhi. 
The Ambassador of Palustan in the U. S. of Indonesja, Hotel West India, Jakarta. 
1be Embassy o( Pakistan in Iran, Tehran. 
The Legation of Pakistan in Iraq. Baghdad. 
The Legation of Pakistan in Saudi Arabia. Jedda. 
The Minister for Syna, Lebanon and Jordan, Legation of Pakistan A Roumanch , Damascus. 
nle Embassy of Pakistan in Turkey. Ankara. 
TIle High Commissioner for Pakistan in United Kingdom. 34136, Lowud Squire, London, S.W.-l. 
The Ambassador of Pa~tan La the U.S.A. , 220-1 . R. Street, North-West Washington. D. C. 
The Ambassador of Pakistan in the U.S.S .R.. 17, Sadeve Kudrinskaya, Moscow. 
The Embassy of Pakistan in France, 107. BouleveaJd Pereire, Paris, 17. 
TIle Embassy of Pakistan in the Netherlands, No. 3, Plein 1813, The Hage. 


