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these drugs will be those in the latest edition of the British Pharmacopoeia in which they are
given. -

5. Additional standards for the strength, guality and purity of biological and other special
products specified in Schedules C and C (1) to the Rules are prescribed in Part X of the Rules and
Schedule F,

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

6. Part VII of the Rules deals with the manufacture of drugs for sale and Part VIII deals with
the manufacture of small quantities of drugs for purposes of examination, test or analysis,

Manufacture for Sale

7. Every manufacturer must have a licence for the manufacture of drugs. If he manufactures
drugs at more than one place. a separate licence is required for each set of premises. Separate
licences are'prescribed for the manufacture for sale of (@) drugs other than biological and special
products specilied in Schedules C and C(1) and (b) drugs specificd in Schedules C and C (1). The
licences will be issucd by the licensing authority appointed by the Chief Commissioners in the
case of the centrally administered areas and by the Provincial Govemnments under the provincial
rules in the case of Provinees. The period or validity of such a licence will be two years and it can
be renewed every two years. If the holder of a licence 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.

8. A licence may be suspended or cancelled by the licensing authority if the licensee fails (0
comply with the conditions ol the licence which are given below. The licensee, however, will be
given an opportunity to show cause why his licence should not be suspended or cancelled (Rule
85). A person whose licence his been cancelled or suspended can appeal to the District Judge of
(he Distrtict or to any other judicial officer appointed for the purpose by the Government within
three months of the date of the orders,

9. An application for a licence 10 manufacture drugs other than those included in Schedules C
and C (1) must be accompanied by a fee of Rs. 20. The conditions 10 be observed by the licensee
before the grant of a licence are that he muost satisly the licensing authority thal the manufacture is
conducted under the personal supervision and direction of competent staff, one of whom must be :

{a) A graduate in Pharmacy or Pharmaceutical Chemistry of a University recognised by the
Central Government, or

(h) A graduate in Scicnce who has studied Chemistry as a principal subject for his Degree and
has al least two years experience in the manutacture of drugs, or

{¢) A person whose training and knowledge of Chemistry and practical experience for at least
three years in the manufacture of drugs are considered adequate by the licensing authority (Rule
71).

10. "The licensee will have also (o conform to the following conditions : --
(a) He must maintain an adequate staff, premises and plant for manufacture and storage.

(h) lle must comply with the requirements of the Act and the Rules. Any further amendments
to the Rules will be notified by the licensing authority four months in advance.
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{c¢) He must allow any Inspector authorised by the licensing authority to inspect the premises
even without notice and draw samples of the manutactured products and also to inspect registers
and records in order (o ensure that the provisions of the Act and the Rules are followed,

11. In regard to licences for the manufacture of biological and other special products specified |
in Schedules C and C (1), the fee to be forwarded with the application is Rs. 20 plus an inspection
fec of Rs. 100. Before a licence for manufacture of such products is granted, the establishment
will be inspected by one or more Inspectors specially appointed for this purpose who will report
to the licensing authority. The licensing authority will grant a licence only if he is satisfied that the
requirements of the Rules have been complied with and that 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 rejecied application is renewed within six
months, the applicant has to pay only an inspection fee of Rs. 30. Applications for renewal of a
licence after the period of expiry must be accompanied by a fee of Rs. 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
the 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 (Rule 78) :--

(a) He must provide and maintain an adequate staff’ and adequate premises and plant for the
proper manufacture and storage of the substance in respect of which the licence is issued

(b) 1If he engages in the culture or manipulation of pathogenic spore bearing micro-
organisms, he shall provide to 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 so provided not being used for the manufacture ‘of any other
substance. '

(¢) He must provide and maintain an adequate staff and adequate premises and plant for
carrying oul such tests of the strength, guality and purity of the substance as may be required to be
carried out by him under the provisions of the Rules, including proper housing for animals used
for the purpose of such tests, or make arrangements with some institution approved by the
licensing authority for such tests to be regularly carried out on his bebalf by that institution.

(d) He must keep records of the details of manufacture of each batch of the substance which is
issued for sale and of the application of the tests thereto in such form as to be available for
- inspection and to be easily identified by reference to the number of the batch as shown on the
label of each container.

Records 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 notice and inspect the premises, plant and process of manufacture and the means
employed for standardising and (esting. The registers and records maintained by the licensee will
be subject to inspection by inspectors with or without notice.
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(/) He must report from time 0 time to the licensing authority and changes in the expert
staff responsible for the manufacture or testing of the substances and any material alterations in
the premises or plant used for that purpose which have been made since the date of the last
inspection made on behalf of the licensing authority before the issuc of the licence.

(g) He must fumish to the licensing authority on being requested of such other authority as the
licensing authority may direct from every batch of the substance, or from such batch or batches as
the licensing authority may from time to time specify, a sample of such amount as the authority
may consider adequate for any examination required to be made and if required, should furnish
full details of the tests which have been applied.

(h) He must not sell any batch of which a sample is furnished unless a certificate authorising
the sale is issued by the licensing authority.

(i) He must withdraw from sale any batch of any substance which has been found not to
conform with the prescribed standards, and, as far as practicable, recall all issues already made.

(/) He must not sell any drug unless the precautions necessary for preserving its properties
have been observed throughout the period after manufacture.

(k) He must comply with the provisions of the Act and the Rules.

MANUFACTURE FOR EXAMINATION, TEST OR ANALYSIS
( PART VI OF THE RULES)

14, A person proposing to manufacture for purposes of examination, test or analysis small
quantities of drugs, the manufacture of which is otherwise prohibited, must obtain a licence unless
he holds a licence for manufacture for sale in respect of such drugs (Rule 89). No licence fee is
payable for such a licence. The 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 must allow
an Inspector to visit the premises to check and ensure that only examination, test or analysis is
being conducted.

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 further requirements which may be specified
subsequently by the licensing authority under the Act with one month's 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 has failed to comply with the conditions of the licence. In
such cases of cancellation he 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
such cancellation,

SALE OF DRUGS ( PART VI OF THE RULES)

16. A licence is required for sale by way of wholesale dealing in the case of biological and
other special products 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 required for retail sale of all drugs. There are two kinds of licences for retail
sale of druogs :-

(a) a licence 1w sell, stock and exhibit for sale and distribute drugs specified in Schedule C,

(b) a licence to sell, stock and exhibit for sale and distribute drugs other than those specified in
Schedule C.

18. If it is desired to obtain a licence for Schedule C drugs, it will not be granted unless the
premises are equipped with adequate storage facilities for preserving the properties of drugs to
which the licence applies.

19. The duration of the above licences will be two years and fee Rs, 5 cach. They are
renewablc every two years. If an application for renewal is not made before the expiry of a current
licence the fee for a fresh licence will be Rs. 10.

20. A separate licence will be necessary for each set of premises 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 the premises must be under the
direct and personal supervision of a qualified person. A 'qualified person ' 18 defined as one who
(i) holds a degree or diploma in pharmacy or pharmaceutical chemistry of an institution approved
by the licensing authority, or (ii) is a member of the Pharmaceutical Society of Great Britain, or
(iii) has not less than 4 years practical experience in dispensing and has been approved by the
licensing authority as a qualified person. The description ‘Chemist,’ Druggist’, 'Chemist and
Druggist','Pharmacy’, 'Pharmacist’. 'Pharmaceutist’, ‘'Dispenser’, Dispensing Chemist,
'Dispensary,’ 'Pharmaceutical Chemist', etc. or any combination of such words whether in
conjunction with other words or otherwise must not be used on a signboard, label or nameplate or
for advertisement or otherwise unless the premises are under the personal supervision of a
qualified person as defined above.

22, Under the conditions of the licence, the following retail transactions must be carried out by
or under the direct and personal supervision of a "qualified person”, [Rule 65 (1)].

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

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

(¢) Preparation of a medicine which is supplied on the prescription of a registered medical
practitioner which is compounded on the premises.

23. The retailer will be required to maintain records of (a) supply of drugs on the prescription
of a registered medical practitioner (b) supply of Schedule I drugs (Poisons) and (¢) supply of
Schedule C drugs (biological and special products). [Rule 65 (3) and (4)].

24. The 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;

(¢) the name and address of the DI‘LHL!‘IhLI'

(d) the name of the patient;

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

(f) if the drug is a drug specified in Schedule C, the name of the manufacturer and the baich
number;
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(g) the signature of the qualified person. by or under whose supervision, the medicine was
made up and supplied. [Rule 65 (3)]

25. It the prescription is repeated, the entry relating (o the second and subsequent transaction
will only show the date of the reference to the first entry. The serial number of entry in the
prescription register must be recorded before the prescription is retumed to the purchaser. Retail
sales of Schedule C and Schedule E drugs not supplied on a prescription must be entered in a
register specially maintained for the purpose, the following particulars being recorded :-

(a) serial number of the entry;

(h) the date of supply;

(¢) the name and address of purchaser;

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

(¢} if the drug is a drug specified in Schedule C, the name ol the manufacturer and the batch
number:

(f the signature of the person under whose supervision the sale was effected [Rule 65 (4)].

26. It is also necessary thalt poisons sold by retail sale should be labelled with the word
"Poison” in such languages as the Provincial or Central Government, as the case may be, may
require.

Poisons kept in retail shops or premises used for retail sale must be stored --

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

(b) in a part of the premises separated Irom the remainder of the premises and to which
customers are not permitted (o have access,

They must be kept in containers impervious (o them and sufficiently stout to prevent leakage
duc to ordinary risks of handling and transport.

27. The licence for retail sale must be displayed in a prominent place on the premises.

28. The licensce should report 1o the licensing authority any change in the expert staff.
Products specified in Schedules C and C (1) must not be sold in retail unless the precautions
necessary for preserving their properties have been taken.

29.The licensing authority has the power to cancel or suspend the licence for sale for not
conforming with the provisions of the Act and the Rules but if the failure to comply with the Act
or rules is due 10 some act or omission by an agent or employee, the licence will not be cancelled
unless the licensing authority is satisfied:

(a) that 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 partner of the firm or a director of the company; or

() that the owner of the business or an agent or employee of the owner had been guilty of a
sumilar act or omission within twelve months before the date on which the act or omission in
question took place and that the owner had or reasonably ought to have had, knowledge of that
previous acl or omission; or

{c) il the act or omission was a continuing act or omission, that the owner of the business had
or reasonably ought 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 ensure that the conditions of
the licence or the provisions of the Act or the Rules were observed.

30. In case of cancellation or suspension of a licence, the licensee will have the right of appeal
(0 the District Judge of the District or any other judicial officer appointed by the respective
Government within 3 months [Rule 66(2)].

31. No person may sell or exhibit for sale a product specified in Schedule C after the date after
which its potency is not expected to be retained or after which it would acquire a toxicity greater
- than that permitted by the prescribed test, but if a registered medical practitioner requests the
licensee to sell a time-expired drug he can do so provided he has drawn the attention of the
practitioner to the dates on the container and the practitioner is satisfied that the sale is required by
the urgency of the case and also provided that the substance is not required to be tested for
maximum toxicity after that period (Rule 110).

32. The licensee must produce for the inspection by an inspector all records or registers on
demand. He is also required to preserve such records for a period of not less than 2 years from the
date of the last entry in such register.

IMPORT (PART IV OF THE RULES)

33.Import licences are necessary only in the case of biological and other special products
mentioned in Schedules €' and €' (1) and products imported for examination, test or analysis.
Other dugs can be imported without a licence, All consignments of imported drugs must be
accompanied by an invoice or other statement giving the name and address of the manufacturer
and the names and quantities of the drugs. The Customs-Collector may take samples and get them
tested by a laboratory authorised for the purpose by the Central Government. He can detain the
consignments till the report on the samples is received. If the importer, however, gives a written
guarantee not to dispose of such drugs without the consent of the Customs-Collector, the latter
may hand over the consignment to him. The importer to whom the consignment has been
released, will have to return the same either in full or in part as required by the Customs-Collector
within ten days after receipt of notice from the latter to do so. (Rule 40).

34. When drugs are imported for which no import licence is required a declaration by or on
behall of the importer or by or on behalf of the manufacturer that the drugs comply with the Act
“and rules must be supplied to the Customs-Collector.

35. If the report proves that the samples are not of standard 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 contraventions, he will be required to re-export the drugs to the country of origin within two
months of receipt of the report. In the event of failure to re-export within this period, the drugs
will be confiscated and destroyed by the Government.

The importer or his representative is given the right under the Rules to represent within fifteen
days of the receipt of the report to the Customs-Collector, who may forward the representation
with a further sample 1o the licensing authority, The latter will pass final orders, after oblaining a
report from the Central drugs Laboratory, if necessary.

36. If the test report reveals defect which can be remedied by the importer, the Customs-
Collector may authorise him to import the drug on his giving an undertaking not to dispose of the
drug without the permission of the Central Government.
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37. Patent or proprietary medicines should ordinarily be lmporied 0 contiiners intended for
rolaih sple. These drugs can, however, be dmporied otherwise anin containers forretadl sale, by a
person possessing o feonce for umporthg deugs for cramination, tost or aoalvals or for
sranaciure Tor sade or wosell stock or distribate, provided he has glven notice of bis inention o
impor: i butk contaipers 10 the Heensing suihonity af any e within 12 monshs prior B the date
of import. (Bale 37)

A8, Import Hoooses willbeissued by o liconsing @ ity appointed by the Central
Ciovernment: The period of validity of an dmport lieesce will be twe years and e for B 10 In
regard 10 licences covering Import of ological and other special products, the manufacturer of
his representative will Bave to give a special undertaking as in Form 9 that these drogs will
comply with the standands and other provigions of Hie Actand the requimments of the Bales
redating b the mamachire of bictorical produvts in India (Rule 243,

39 The condidons of s mpon Boedes sre s follows -
fu} The mapufpcturer shonld observe the undertalling yiven by him,

() The licensee should-allow an Inspedlor aidbodsed o coter any promised where e
imported subsinnoes afe soved and dleo ke sampies for tost,

fer Heshoold fornah e th licensing anthonty adequate sinples Tronveach batcl e batchos,

() He should nob fssue froen any baich which the Heensing authority bas prolibited onnil e
feceives an agthonsation cornticae from the Hdensing suthurity.

{e) IFa-sample from batch is Tound t0 be defective; the importer must withdraw the balance
olithe bwich from ke o reeall ol dssues vrale Trow the baghy

(O¥ihe Doensee svill bercouired 1o mdiniain ocords of sale of these deugs and o supply
sapsplas for st e decordanue with e dirsctions of the liwensing authory

ArThe Heensing authority vy suspend or cancel 4 licence Tor Tmlpre W comply with the

conditioss of Hepove, A loomses whose Hoeoce bay beon concelled of suspended oniy appeal o the
Contral Gwerument within Y months of the dawe of the oeder [Rule 35 (251

1. Drugs iring ag 4 hoonoe may pob be impevted alter the date ol expiry of the
poteney of e drogs or abier g shite on which they may aogumire 8 oicily in exoess of the
permmsan It

42, Tpewrted drogs mus be packed and labelled as reguired ynder the Roles in PatIX,

43, Small gusntites of desps sy be Impored withont an lmport Heence provaded they fong
partof 2 passdnger’spesona! Tueguee. Th quansity dus sxemprod shioudid not exceed 100 average
doses nrless speoially puthorised by the oomsiog auboriy, Thesodivgs, however, willhave o e
declared todhe costoms authtwities i reguived By thom,

LABELLING & PACKING (PART I8 OF THE BULER

44 Al deaps bnported or sollinost be labelled in sctordanes with Pary 1X of the Bales.,
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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 with the words "Poison” and with the words "For external use only” and (iii) if the
medicine is for internal use, it must be labelled with the dose.

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

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

"Poison” . st s e Drugs for internal use specified in Schedule E
and not included in Schedule G.

"Caution. It is dangerous to take this Drugs included in Schedule G.

preparation except under medical supervision

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

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

The words must, if the medicine includes a substance in Schedule E (Poison), be in red
lettering or be set against a red background. In all cases the words must be on a separate label or
surrounded by a line within which there should be no words with which the container is required
to be labelled by the rules.

47. Name and address of the Seller.—The conuwiner of a substance specified in Schedule E
(Poisons) or a preparation containing a poison must be labelled with the name and address of the
seller and the address of the premises except when the drug is sold for the purpose of being sold
again in the same container. When the substance is sold from a ware-house or depot on a
wholesale basis, it will be sufficient if the container is labelled with the principal place of
business.

48. Name of substance—The 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 sufficient to label it with the name of the substance
appearing in the respective pharmacopoeia with the addition of letters "B.R", "B.P.C." as the case
may be (Rule 100).

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

(a) The quantity of a poison in the preparation should be stated in grains or minims per fluid
ounce if the preparation is a liquid or in grains or minims per a\rmrdupms 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 the alcoholic content is more than 3 per cent. by volume.

(¢) 1f a container contains two or more pills, tablets, capsules, elc., the quantity of poison must
be stated in terms of the 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. elc., it is not

necessary to state the proportion of the poison provided the addition of words "B.P.", "B.P.C."
etc., on the label atter the name 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 human body unless efficiently sterilised and
tested for sterility by the processes prescribed by rules under the Drugs 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 test 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 proprictary medicines with undisclosed
formulae. .

(¢) To carry out such other duties as may be entrusted o it by the Cenlral Government or, with
the permission of the Central Government by the Provincial Governments.

54. The 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 III OF THE RULES)

55. Under the Drugs Act and the Rules all patent or proprietary medicines with undisclosed
Jformulae must be registered at the Central Drugs Laboratory. Any package containing a patent or
proprietary medicine should have the registration number marked on the label with the letters
"CDL" preceding the registration number. No other reference 1o registration should be made on
the label or on any other cover or advertisement enclosed in the package..If the patent or
proprietary medicine is 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 sufficient quantity of the patent or proprietary medicine with a sealed cover
declaring the 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 the formula which
will be treated as confidential. A formula can be disclosed only by the Director or by an officer
authorised by him with the previous sanction of the Central Government 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 registration or the cancellation
of a registration,

57. Each registration or renewal of registration will be valid for three years, fees for which 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 (0 the provisions of the Rules, If the
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composition of the patent or proprietary medicine or ils name is altered, the manufacturer or the
manufacturer's agent in India should apply for a fresh certificate of registration with the
prescribed fee of Rs. 50 (Rules 16 and 17).

58. Should a manufacturer decide to discontinuc any patent or proprietary medicine, he or his
agent in India will have to give notice in writing to the Director within six months of such
discontinuance.

59. The Director, Central Drugs Laboratory, has the authority to reject applications for
registration if the formula declared by the applicant does not conform (o the results of the test. In
case of rejection, the applicant can renew the application for registration with the prescribed fee.

GOVERNMENT ANALYSTS AND INSPECTORS (PART V OF THE RULES )

60. The Act provides for the appointment of Government 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 Government Analyst inust not be directly or indirectly engaged in any
trade or business connected with any sale of drugs. A government Analyst must be —

(a) A graduate of medicine or Chemistry ol a recognised University with at least three years
post-graduate experience of testing drugs in a laboratory under the control of (i) a Government
Analyst, or (ii) a Chemical Examiner to Government, or (iii) Fellow of the Royal Institute of
Chemistry of Great Britain (Branch E), or (iv) the Head of an Institution approved by the
appointing authority: or

(h) A first or second class degree in Pharmaceuntical Chemistry or Pharmacy or a post-
graduate degree in Chemistry with Pharmaceutics as special subject from a recognised University
with two years post-graduate experience in the analysis of drugs under (i) a Government Analyst
appointed under the Act, or (ii) Chemical Analyser to Government, or (iii) Fellow of the Royal
Institute of Chemistry of Great Britain (Branch E), or (iv) the Head of an Institution approved by
the appointing authority; or

(c) A Fellow of the Royal Institute of Chemistry of Great Britain (Branch E).

61. A Government Analyst allowed 1o test biological and other special products must have
special qualifications in that he should be a graduate in medicine or science of a recognised
University and must produce evidence of satisfactory training in Physiology, Bacteriology,
Serology and Pathology and must have al least three years experience of testing such products in
an Institution approved by Government.

62. Government may for the first four years after the rules come into operation, appoint
persons as Government Analysts if they consider their training and experience, subject to further
training, 10 be adequate for their duties.

Inspectors

63. The Act provides for the appointment of Inspectors. The rules require that an inspector
shall be a person who—

(a) has a degree in Pharmacy or Pharmaceutical Chemistry or a post-graduate degree in
Chemistry with Pharmaceutics as a special subject of a recognised University; or
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(b) is a member of the Pharmaceutical Society of Great Britain; or

(¢) is a graduate in medicine or science of a recognised University with at least one year's
post-graduate training in a laboratory under (i) a Government Analyst appointed under the Act, or
(ii) a Chemical Examiner, or (ii1) a Fellow of the Royal Institule of Chemistry of Great Britain
(Branch E), or (iv) the Head of a specially approved Institution.

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

During the first four years after the enforcement of the Act, however these qualifications may
be 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)

65. The duties of an Inspector authorised to inspect premises licensed for the sale of drugs
would be:—

(a) to inspect not less than twice a year all establishments licensed for the sale of drugs
within the area assigned 1o him;

(b) 1o satisfy himself that the conditions of the licences are being observed;

(¢) to procure and send for test or analysis, samples of any drugs which he has reason (o
suspect are being sold or stocked or exhibited for sale in contravention of the provisions of the
Act or the Rules;

(d) 1o investigate any complaint in writing which may be made to him;

f¢) toinstitute prosecutions in respect of breaches of the Act and the Rules;

(/) 1o maintain a record of all inspections made and action taken by him in the performance
ol his duties, including the taking of samples and the seizure of stocks, and to submit copies of
such records to the controlling authority;

(g) to make such enquiries and inspections as may be necessary to detect the sale of drugs in
contravention of the Act;

(h) 10 detain imported packages which he has reason to suspect contain drugs, the import of
which is prohibited (Rule 51).

66. It will be the duty of inspectors authorised to inspect the manufacture of drugs:—

(a) to inspect not less than twice a year all premises licensed for the manufacture of drugs
within the area allotied to him and to satisfy himself that the conditions of the licence and the
provisions of the Act and the Rules are being observed;

(b) in the case of establishments licensed to manufacture biological and other products
specified in Schedules C and C (1) to inspect the plant and investigate fully the process of
manutacture in actual operation, the means employed for standardising and testing the drugs, the
methods and place of storage, the technical gqualifications of the staff employed and all details of
location, construction and administration of the ¢stablishment likely to affect the potency or purity
of the products;

() 1o send forthwith to the controlling authority afler each inspection a detailed report
indicating the conditions of the licence and provisions of the Act and Rules thereunder which are
being observed and the conditions and provisions, if any, which are not being observed;
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(d) o take samples of the drugs manufactured on the premises and send them for test o
analysis in accordance with these Rules;

(¢) Lo institute prosecutions in respect of breaches of the Act and the Rules (Rule 52).

67. The Inspectors will be under the control of the Chief Commissioners in the centrally
administered areas and the Provincial Governments in the Provinces.

EXEMPTIONS (PART XI OF THE RULES )
Supply of drugs by a medical practitioner and by a hospital or dispensary
(Schedule K)

68. Substances not intended for medicinal usc are exempted from the provisions of the Act and
the Rules. This exemption will not be applicable if the substances are sold for medicinal use, or
for manufacture of medicines, or if they purport to comply with the standards prescribed in the
Act and the Rules.

6Y9. The Provisions of the Act and Rules do not apply to drugs supplied by a registered medical
practitioner to his own patient or by a hospital or dispensary maintained or supported by
Government or a local body or by charity or volsatary subscription bul the exemption is subject o
the condition that in the case of a medicine specified in Schedule E (Poisons):—

(u) the medicine shall be labelled with the name and address of the institution by which, or
the registered mgdical practitioner by whom it is supplied.

(b) if the medicine is for extemnal application. it shall be labelled with the words “Poison. For
external use only” and if it is for internal use, with the dose.

(c) the name of the medicine or ingredients of the preparation, the quantity thereof, the dose

prescribed, the name of the patient and the date of supply and, in the case of a medicine supplicd

- by a hospital or dispensary, the name of the person who gave the prescription shall be entered a
the time of supply in a register to be maintaine S for the purpose.

(d) he entry in the register shall be given a number and that number shall be entered on the
label of the container.

‘e) the register and the prescription, il any, on which the medicines are issued, shall be
preserved for not less than two years from the date of the prescription, as the case may be.

The supply of drugs intended for veterinary use

70. (a) Substances.specified in Schedule C (biological and other substances) intended to be
used solely for veterinary purpose are exempted from all the provisions of the Act and Rules
subject to the condition that the container shall bear a label indicating that the substance is for
veterinary use only.

(b) Patent or propnetary medicines intended to be used solely for veterinary purposes are
exempted from the provisions of the Act and Rules subject to the condition that the description on
the label or container shall indicate that the medicine is intended for administration to animals.
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(¢c) Medicines supplied by a veterinary hospital or by a vc(criﬁary surgeon are exempted,
subject to the condition that if the medicine contains a substance specified in Schedule E, the label
shall indicate that the medicine is intended for animal treatment,

CONFISCATION OF DEFECTIVE DRUGS
71. If a person is convicted:—

(a) of manufacm:ing for sale or selling or stocking or exhibiting for sale a drug which is not
of standard quality, or

(b) of selling or stocking or exhibiting for sale a drug specified in Schedule C afler the date
recorded on the container as the date up to which it may be expected to retain a potency not less
than that required by the prescribed test or not o acquire a toxicity more than that permitted by

the prescribed test, the stock of the drug will be liable to confiscation. (Rule 58).

k3



Table showing details of licences, etc., under the Drugs Act and the Rules framed thereunder.

Item _ Authority to whom application Fees or renewal | Period of validity | Forms to be | Remarks
should be made fees in Rs. of Registration. used for
' or licences application
Registration of Patent or proprietary Director, Central Drugs 50 3 years 34and 6 | only drugs with medi-
cines. Laboratory. : undisclosed fromulae

need be registered,

Licence for manufacture of drugs Licensing authority appointed 20 2 years 24

other than biolegical and special by the Provincial Govt. or the '

products in Schedules C and C (1). Chief Commissioner in the case

of centrally administered areas.

Licence for manufacture of Do 20 plus 100 as 2 years 27 Rs. 30 only as

biological and other special products inspection fee. inspection fee in

specified in Schedules C and C (1). case of re-inspection

- after rejection within

six months.

Licence for manufacture for Do | jﬂr 30

examination, test or analysis.

Licence for wholesale dealing of Do 5 2 years 19 Renewal fee will be

biological and other special products Rs. 10 if the

in Schedule C. applicant fails to

' apply for renewal

before the expiry of
the licence in force.

Licence for retail sale .., Do 5 2 years 19 Do

Licence for import of Licensing authority appointed 10 Zyem-l 8and 9

biological and other specified by the Central Govt.

in Sﬁlu Cand C (1). ¢ )

Licence far import of drugs for Do 1 year 12

examination, test or analysis.

St



DEPARTMENT OF HEALTH
NOTIFICATION
New Delhi, the 215t December 1945

No. F. 28-10/45-H (1). - In exercise of the powers conferred by Sections 6(2), ¥2 and 33 of the
Drugs Act, 1940 (XXIII of 1940) the Central Government is pleased (o make the following rules:-

RULES
Part 1.—Preliminary

1. Short title, extent and commencement.—(1) These Rules may be called th Drugs Rules, 1945,
(2) Parts I to IV extend to the whole of British India, and the remaining Parts to the Chief
Commissioners Provinces of Delhi, Ajmer-Merwara and Coorg.

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

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

2, Defiminons.— In these Rules, unless there is anything repugnant in the subject or context,—
(a) “the Act'” means the Drugs Act, 1940 (XXIII of 1940);

(h) “British Pharmacopea” and “British Pharmaceutical Codex” mean the latest editions of,
and include all addenda and supplements for the time being current to those compilations;

(¢) “Director’” means the Director of the Central Drugs Laboratory;
(d) “Form" means a form set forth in Schedule A;
(e¢) “Laboratory” means the Central Drugs Laboratory;

() “Sale by way of wholesale dealing” means sale to a person who buyes for the purpose of
selling again;

(g) “Schedule" means a Schedule to these rules,

Part lI. —The Central Drugs Laboratory

3. Funetions.— It shall be the function of the Laboratory—

(i) to analyse or lest such samples of drugs as may be sent (o it under sub-section (2) of sec-
tion 11, or under sub-section (4) of section 25, of the Act;
(i) to grant certificates of registration in respect of patent or proprietary medicines;

(iii) to carry out such other duties as may be entrusted to it by the Central Government or,
with the permission of the Central Government, by a Provincial Govemment after consul-
tation with the Drugs Technical Advisory board.

3A. The functions of the Laboratory in respect of the {ollowing drugs or classes of drugs shall be

carried out at the Central Research Institute, Kasauli and the functions of Director in respect of the said

|
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drugs or classes of drugs shall be exercised by the Director of the said Institute:

(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 suture,
(9) Bacteriophages.

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

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

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

5. Recording of condition of seals.— On receipt of the packet, it shall be opened by an officer
authorised in writing in that behalf by the Director, who shall record the condition of the seals on
the packet.

6. Report of result of test or an;u’ysis.— Aller test or analysis, the result of the test 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 test and analysis shall be those specified in Schedule B.

8. Signature of certificates— Certificates issued under these rules by the Laboratory shall be
signed by the Director or by an officer authorised by the Central Government by notification in
the official Gazette to sign such certificates.

- Part IIL— Registration of Patent or Proprietary Medicines

9. Application for registration of patent or proprietary medicines.— An application for
registration of a patent or propriglary medicine, which is required to be registered under the
provisions of the Act, shall be made in Form 3 by or on behalf of the manufacturer or by the
manufacturer’s agent in India to the Director, and shall be accompanied b: a sample of the
medicine sufficient for test or analysis and by a sealed cover containing a certificate in Form 4
declaring the correct formula of the medicine.

10. Safe keeping of formulae.— The sealed cover containing the formula 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 which shall at all times remain in the personal custody of the Director.

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

12. Destruction of formulae.— The formula deposited in the Laboratory shall be destroyed by
the Director,—

(i) if the connected application for registration is rejected, after the expiry of {two years from
the date of receipt of the application, or
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(i) ol the application is granted bul the cerlificate of registration is subsequently cancelled.
after the expiry of (wo years from the date of such cancellation,

13, Dysclosure of information.— No person on the staff of the Laboratory shall disclose o
any other person not on the staff any information relating to the composition of a particular patent
or proprietary medicine acquired in the course of his duties in the Laboratory:

Provided that the Direcetor or any other officer authorised by him in this behalf may, with the |
previous sanction of the Central Government, disclose any information so acquired to the extent
necessary lor the purposes of a prosecution under the Act.

14, Analysis of samples.— On receipt of an application for registration, the Director may cause
a sample 10 be analysed or tested in order to ascertain whether it is in accordance with the
cértitied formula.

15. Rejection of application.—(1) If it appears to the Dircctor that the formula does not
indicate correctly all potent or poisonous ingredients contained in the medicine, together with an
approximatc statement of the composition of the medicine or that the labels and wrappers
intended to be used do not conform Lo the provisions of these rules, he shall reject the application
for registration and shall inform the applicant of the reasons for the rujcmon and supply him with
the full protocols of the tests; if any, applied.

(2) Such rejection shall not debar the applicant from making a ln:sh applicaiion.

16. Issue of certificate.— (1) If the Director is satislied that the formula indicates correctly all
potent or poisonous ingredients contained in the medicine together with an approximate statement
of the composition of the medicine, and that the labels or wrappers intended to be used conform o
the provisions of these rules, he shall cause to be issued a certificate of registration in Form 5 and
shall assign to the certificate a registration number.

(2) A certificate of registration shall be valid for a period of three years and may be renewed
for periods of three years at a time on an applicaton in Form 6 by or on behalf of the
manufacturer or by the manufacturer's agent in India to the Directlor.

(3) A certificate of renewal of registration shall be in FForm 7.

(4) I’ an application for renewal ol a certificate of registration is made to the Director before
the expiry of three years or before the expiry of the period for which it has been renewed the
certificate shall continue to be valid until orders are passed by the Director on the apphca.uon for
renewal.

(5) Before granting an application for renewal the Director may require the applicant to furnish
a sample of the medicine and specimens of the labels and wrappers used therewith and he may
reject the application if he is satisfied that the registered formula does not indicate correctly all
potent of poisonous ingredients together with an approximate statement of the composition of the
medicine or lhal the labels or wrappers do not conform to the provisions of these rules.

17 Aheranon of composition or nume.— If a manufacturer at any ime proposes to alterin any
way the composition or name of any medicine for which a certificate of registration has been
granted, application shall be made for a fresh certificate of registration by the manufacturer or his
agent in accordance with these rules.
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I8. Fees.— A fee of fifty rupees shall 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,

19.Copies of certificates.— Copies of all certificates issued under rule 16 shall be retained in
the Laboratory, and may be issued to the manufacturer or his agenl on payment of a fee of two
rupees for each copy.

. 20, Discontinuance of manufucture —I{ the manufacture of any registered patent of
proprictary medicine is discontinued, the manufacturer or his agent shall, within six months from
the date of such discontinuance, give notice of the fact to the Director.

Part IV.—Import
21. In this Part—

(a) "import licence" means a licence in Form 10 to import drugs specified in Schedules C
and C (1) )
(b) "licensing authority" means the authority appoinicd by the Central Government to perform

the dutics of 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
quantities of drugs the import of which is otherwise prohibited, for the purpose of examination,
test or analysis.

22. A licensing authority may, with the approval of the Central Government 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 his 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. Form and manner of application.— An application for an import licence shall be made to
the licensing authority in Form 8 by the manufacturer’s agent im British India, and shall be
accompanied by a fee of rupees ten and by an undentaking in Form 9 signed by or on behalf of the
manufacturer,

25. Licences for import of drugs manufactured by one manufacturer— A single application
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 1o the following
conditions :—

(i) the manufacturer shall at all imes observe the undertaking given by him or on his behalf in
Form 9; ;

(ii) the licensee shall allow any inspector authorised by the licensing authority in that behalf to
enter with or without notice any premises where the imported substance is stocked, to inspect the
means, if any, employed for testing the substance and to take samples;

(iii) the licensee shall on request furnish to the licensing authority from every, batch of each
substance or from such batch or batches as the licensing authority may from time to time specify.
a sample of such amount as the licensing authority may consider adequate for any examinatio™
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required (o be made, and the licensee shall. if so required, furnish full protocols of the tests, if any,
which have been applied:

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

(v) the licensee shall, on being informed by the licensing authority that any part of any batch of
the substance has been found by the licensing authority not to conform with the standards of
strength, quality and purity prescribed by Chapter 111 of the Act or the rules thereunder and on
being directed so to do. withdraw the remainder of that batch from sale and, so far as may in the
particular circumstances of the case be practicable. recall the issues already made from that batch:

(vi) the licensee shall maintain a record of all sales by him of substances for the import of
which a licence is required, showing particulars of the substance and of the person to whom sold
and such further particulars, if any, as the licensing authority may specify and such record shall be
open o the inspection of any inspector authorised in that behalf by the licensing authority;

_ (vii) the licensee shall comply with such further requirements, if any, apphicable o the holders
il import licences, as may be specified in any rules, subsequently made under Chapier I of the
Act of which the licensing authority has given to him not less than four months' notice.

27. Grant of import licence.— On receipt of an application for an impon licence in the form
and manner prescribed in rule 24 the licensing authority shall, on being satisfied that, if granted,
the conditions of the licence will be observed, issue an import licence in Form 10.

28. Duration of import licence.— An imporl licence shall be in force for a period of two years
from the date of issue, unless it is sooner suspended or cancelled:

Provided that if application for a fresh licence be made three months before the expiry of the

existing licence the current licence shall be deemed to continue in force until orders are passed on
the application.

29, Suspension and cancellation of import licence.— If the manufacturer or licensee fails 1o
comply with any of the condition’of an import licence, the licensing authority may after giving the
manufacturer or licensee an opportunily to show cause why such an order should not be passed,
by an order in writing stating the reasons therefor, suspend or cancel it for such period as it thinks
fit, either wholly or in respect of some of the substances to which it relates:

Provided that a person who is aggrieved by the suspension or cancellation of his licence may,
within three months of the date of the order, appeal to the district judge of the district in which the
right of appeal accrues or if there is no district judge of that district such judicial officer as the
Central Government may appoint in this behalf, having jurisdiction whose decision shall be final,

30. Prohibition of import after expiry of potency— No biological or other special product
specified in Schedule C or C (1) shall be imported after the date shown on the label, wrapper or
container of the drug as the date up to which the drug may be expected to retain a potency not less
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than, or not (o acquure a loxicity greater than, that required, or, as the case may be, permitted, by
the prescribed test.

31, Swandards for certamn imported drugs.— No biological or other special product specified
in Schedule C or C (1) shall be imported unless it complies with the standards of strength, quality
and purity, if any specified in Schedule F, and the tests prescribed in that Schedule shall be
applicable for determining whether any such imported drug complies with the said standards.

“32. Packing and labelling of imported drugs.— No drug shall be imported unless it is placed
and labelled in conformity with the rules in Parts IX and X and Schedule F.

33, Import of drugs for examunation, test or analysis.— Small quantities of drugs the import of
which i3 otherwise prohibited under section 10 of the Act may be imported for the purpose of
examination, test or analysis subject to the following conditions:—

(a) no drug shall be imported for such purpose except under a licence in Form 11:

(b) the licensee shall use the substances imported under the licence exclusively for purposes of
cxamination, test or analysis and shall carry on such examination, test or analysis in the place -
specified in the licence, or in such other places as the licensing authority may from time to time
authorise:

(¢) the licensee shall allow any inspector authorised by the licensing authority in this bebalf o
enter, with or without prior notice, the premises where the substances are kept, and o inspect the
premises, and investigate the manner in which the substances are being used and to take samples
thereot;

(d) the licensee shall keep a record of, and shall report to the licensing authority, the substances
imported under the licence, together with the guantities imported, the date of importation and the
name of the manufacturer;

(e) the hicensee shall comply with such further requirements, if any, applicable to the holders
of licences for examination, test or analysis as may be specified in any rules subsequently made
under Chapter I of the Act and of which the licensing authority has given (o him not less than
one months notice,

34, Application for licence for examination, test or analysis.— (1) An application for a licence
for examination, test or analysis shall be made in Form 12 and shall be made or countersigned by
the head of the institution in which, or by a proprietor or director of the company or firm by
which the examination, test or analysis will be conducted.

(2) The licensing authority may require such further particulars to be supplied as he may
consider necessary.

35. Cancellation of licence for examuinarion, test or analysis.— A licence for examination test
or analysis may be cancelled by the licensing authority for breach of any of the conditions subject
1o which the licence was issued.

(2)A licensee whose licence has been cancelled may appeal to the Central Government within
three months of the date of the order.

' As amended vide Ministry of Health and Works (Health Division) Notification No. F. 27-16/49-M.S., dated 8th
February, 1951



36. Import of drugs for personal use.—Small guantities of drugs, the import of which is
otherwise prohibited under section 10 of the Act, may be imported for personal use subject to the
following conditions:—

(i) the drugs shall form part of a passenger's bona fide baggage and shall 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 hundred average doses;

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

37. Packing of patent or proprietary medicines.— (1) Patent or proprietary medicines shall be
imported in containers intended for retail sale:

Provided that such medicines may be imported otherwise than in containers intended for retail
sale by any person who holds 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 distribute, if such person has
given notice to the licensing authority at any time within the twelve months previous to the date
of import of his intention to import drugs under this proviso.

(2) Retail sale includes sale to a hospital, dispensary or other institution,

*38. Statement to accompany imported drugs.— All consignments of drugs sought to be
imported shall be accompanied by an invoice or other statement 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 behalf of the exporter that the sale of the drugs
consigned is not prohibited 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 declaration 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 for the import of which a licence is not required.— (1) If the Customs-
collector has reason to doubt whether any drugs, for the import of which a licence is not required .
comply with the provisions of Chapter III of the Act and rules thereunder he may, and if requested
by an officer appointed for this purpose by the Central 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 wiich
samples have been taken until the report of the Director of the said laboratory on such sampies is
received:

Provided that if the importer gives an undertaking in writing not to dispose of the drugs
without the consent of the Customs-collector and to return the consignment or such portion
thereof as may be required, the Customs-collector shall make over the consignment to the
importer.

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

*As amended vide Ministry of Health and Works (Health Division) Notification No. F. 37-20/50-MS dated the 4th
January, 1952.
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41.(1) If the Director of the laboratory appointed for the purpose by the Central Govemment
reports to the Customs-collector that the samples of any drug in a consignment are not of standard
quality, or that the drug contravenes in any other respect the provisions of Chapter I1I of the Act
or the rules thereunder and that the contravention is such that it cannot be remedied by the
importer, the Customs-collector shall communicate the report forthwith to the importer who shall,
within 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
the Central Government which shall cause them to be destroyed:

Provided that the importer may within fifteen days of receipt of the report make a
representation against the 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 the 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 to the Customs-collector that the samples of any drug contravene in any respect the
provisions of Chapter I1I of the Act or the rules thereunder and that the contravention is such that
it can be remedied by the importer, the Customs-collector shall communicate the report forthwith
10 the importer and permit him (o import the drug on his giving an undertaking in writing not to
dispose ol the drug without the permission of the officer authorised in this behalf by the Central
Government.

42. Procedure for drugs imported under licence.— Drugs for the import of which a licence is
required may he allowed to be imported it it is shown (o the satisfaction of the Customs-collector
that they are covered by a valid import licence granted under these rules,

43. The drugs specified in Schedule D shall be exempt from the provisions of Chapter IIT of
the Act and of the rules made thereunder to the extent, and subject to the conditions, specified in
that Schedule.

Part V.— Government Analysts and Inspectors

44. Qualifications of Government Analysts.— A person who is appointed a Government
Analyst under the Act shall be person who—

(a) is a graduate in medicine or chemistry of a university recognised for this purpose by the
appointing authority and has had not less than three years' post-graduate experience 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 approved for the purpose by
the appointing authority: or

(b) 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 he purpose by the appointing authority and has had not less than two years post-
graduate experience 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 Govermnment, or (iii) a Fellow of the
Royal Institute of Chemistry of Great Britain (Branch E), or (vi) the head 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 satisfactory
training in physiology, bacteriology, serology and pathology and who has had not less than three
years' experience of testing biological products in items 1 to 7 and 11 of Schedule C and those in
Schedule C (1) in an institution approved by Government ;

Provided further that for a period of four years from the date on which 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 training, if any, as may be considered
necessary, a reasonable guarantee of adequate knowledge and competence may be appointed as
Government Analysts;

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

45. Duties of Government Analysts.—(1) The Government Analyst shall cause to be analysed
or tested such samples of drugs as may be sent to him by Inspectors or other persons under the
provisions of Chapter IV of the Act and shall furnish reports of the results of est or analysis in
accordance with these rules,

(ii) A Government Analyst shall from time to time forward (o Government reports giving (he
result of analytical work and research with a view to their publication at the discretion of
Government. '

46. Procedure on receipt of sample.— On receipt of a package from an Inspector conlaining a
sample for test or analysis, the Government Analyst shall compare the seals on the packet with the
specimen impression received separately and shall note the condition of the seals on the package.
After the test or analysis has been completed, he shall forthwith supply to the Inspector a report in
triplicate in Form 13 of the result of the test or analysis, together with full protocols of the test
applied.

47. Report of result of test or analysis,— Aapplication from a purchaser for test or analysis of
a drug under section 26 of the Act shall be made in Form 14 A and the report of test or analysis of
the drug made on such application shall be supplied to the applicant in Form 14-B.

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

49.Qualifications of Inspectors.— A person who is appointed an Inspector under the Act shall
be a person who—

(a) has degree in Pharmacy or Pharmaceutical Chemistry or a posigraduate degree in
Chemistry with Pharmaceutics 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 this purpose by the
appointing authority and has had at least one year's post-graduate training in a laboratory under (i)
a Govemment Analyst appointed under the Act, or (ii) a Chemical Examiner, or (iii) a Fellow of
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the Royal Institute of Chemistry of Great Britain (Branch E). or (iv) the head of an institution
specially approved for the purpose by the appointing authority :

Provided that only those Inspectors who have had not less than three 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 inspect the manufacture of items
mentioned in Schedule C :

Provided further that for a period of four years from the date on which Chapter IV of the Act
takes effect in the Province, persons whose qualifications, training and experience are regarded by
the appointing authority as affording, subect 1o such further training, il any, as may be considered
necessary, a reasonable gouarantee of adequate knowledge and competence, may be appointed as
Inspectors and authorized under the preceding proviso :

Provided further that for the purposes of inspection of retail shops in any specified area any
officer of the medical or public bealth department who is a registered medical practitioner or a
graduale in science may be appointed an ex-officio Inspector.

50. All Inspectors in a Province shall be under the control of an officer appointed in this behalf
by the Chief Commissioner (hereinafter referred (o as the controlling authority).

51, Duties of Inspectors of prenuses licensed for sale. — Subject to the instructions of the
controlling authority, it shall be the duty of an Inspector authorized 1o inspect premises licensed
for the sale of dmgs—

(1) o inspect not less than twice a year all establishments licensed for the sale of drugs within
the area assigned to him;

(2) to satisfy himself that the conditions of the licences are being observed;

(3) to procure and send for test or analysis, if necessary, samples of any drugs which he has

reason o suspect are being sold or stocked or exhibited for sale in contravention of the provisions
of the Act or rules thereunder;

t4) to investigale any complaint in writing which may be made o him;
(5) to institute prosecutions in respect of breaches of the Act and rules thereunder;

(6) to maintain a record of all ingpections made and action taken by him in the performance of
his duties, including the taking of samples and the seizure of stocks, and to submit copies of such
record to the controlling authority;

(7) to make such enquiries and inspections as may be necessary to detect the sale of drugs in
contravention of Act;

(8) when so authorised by the Chief Commissioner, 10 detain imported packages which he has
reason Lo suspect contain drugs, the import of which is prohibited.

52. Duties of Inspector specially authorized to inspect the manufacture of drugs.—Subject to
the instructions of the controlling authority, it shall be the duty of an Inspector authorized to
inspect the manuofacture of drugs—
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(1) to inspect not less than twice a year, all premises licensed for the manufacture of drugs
within the area allotted to him and to satisfy himself that the conditions of the licence and the
provisions of the Act and rules thereunder are being observed;

(2) in the case of establishments licensed to manufacture products specified in Schedules C
and C (1) to inspect the plant and the process of manufacture, the means employed for
standardising and testing the drug, the methods and place of storage, the technical qualifications
of the staff cmployed and all details of location, construction and administration of the
establishment likely to allect the potency or purity of the product;

(3) w send torthwith to the controlling authority after each inspection a detailed report
indicating the conditions of the licence and provisions of the Act and rules thereunder which are
being observed and the conditions and provisions, if any, which dre not being observed;

(4) 1o take samples of the drugs manufactured on the premises and send them for test or
analysis in accordance with these rules;

(5) 10 nstitule prosecutions in respect of breaches of the Act and rules thereunder.

53, Prohibion of disclosure of mformation.—Except for the purposes of official business or
when required by a court of law, an Inspector shall not, without the sanction in writing of his
official superior, disclose 10 any person any information acquired by him in the course of his
official duties,

54. Form of order not 1o dispose of stock.—An order in writing by an Inspector under clause
(¢) of section 22 of the Act requiring a person not (o dispose of any stock in his possession shall
be in Form |5,

S5, Form of receipt for seized drug.—A receipt by an Inspector for the stock of any drug
serzed under clause (¢) of section 22 of the Act, shall be in Form 16,

56. Form of intimation of purpose of taking sample —Where an Inspector takes a sample of a
drug for the purpose of test or analysis, he shall intimate such purpose in writing in Form 17 to the
person from whom he takes it.

57. Procedure for despaich of sample to Government Analyst.—(1) The portion of sample or’
the contamer sent by an Inspector to the Government Analyst for wst or analysis under sub-
section (4) of section 23 of the Act shall be sent by registered post or by hand in a sealed packet,
enclosed together with a memorandum in Form 18, in an outer cover addressed to the
Government Analyst,

(2) A copy of the memorandum and a specimen impression of the seal used (o seal the packet
shall be sent to the Government Analyst separately by registered post or by hand.

58. Confiscation of drugs—When any person has been convicted under Chapter I'V of the Act
for contravening the provisions of sub-clause (i) of clause (a) of section 18 of the Act or of rule
110, the stock of the drug in respect of which the contravention has been made shall be liable to
confiscanion.

Part VI.—Sale of Drugs.

59. (1) The Chiel Commisstoner shall appoint licensing authorities for the purposes of this Part
for such areas as may be specified.

(2) Applications for licences to sell, stock and exhibit for sale, and distribute drugs shall be
made in Form 19 1o the licensing authority, and shall be accompanied by a fee of rupees five:
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Provided that if the applicant fails to apply lor a fresh licence before the expiry of the licence
in force, the fee for the fresh licence shall be rupees ten.

60. A licensing authority may with the approval of the Cenuwral Government by an order in
writing delegate the power to sign licences and such other powers as may be specified in the order
(o any other person under his control,

61. Forms of licences 1o sell drugs.— (1) A licence 1o sell, stock and exhibit for sale, and
distribute drugs other than drugs specified in Schedule C shall be issued in Form 20.

(2) A licence to sell, stock and exhibit for sale and distribute drugs specified in Schedule C
shall be issued in Form 21.
62. Sale at more than one place.— If drugs are sold or stocked for sale at more than one place,

a separale application shall be made, and a separate licence shall be issued, in respect of each such
place.

63. Duration of licences.— Licences to sell drugs shall, unless sooner suspended or cancelled,
be in force for two years from the date of issue:

Provided that if application for a fresh licence is made before the expiry of the period of
validity of the licence, the licence shall continue to be in force until orders are passed on the
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 special products specified in Schedule C shall not be granted
unless the authority empowered to issue the licence is satisfied that the premises to be licensed are
equipped with proper storage accommodation for preserving the properties of the drugs to which
the licence applies.

65. Conditions of licences— Licences in Form 20 and Form 21 shall be subject to the
conditions stated therein and to the following general conditions:—

(1) 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 or
made up on the licensee's premises, be compounded or made up by or under the direct and
personal supervision of a qualified person,

(2) The supply, otherwise 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 condition shall not apply to the 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 has been made up for sale in a container elsewhere than on the
premises and the cntainer has not been opened since the time when the preparation was made up
for sale therein.

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

(a) serial no, of the entry;
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(b) the date of supply;

(c) the name and address of the prescriber;

(d) the name of the patient;

(¢) the name ol the drug or preparation and the quantity or, in the case of a medicine made up
hy the licensee, the ingredients and guantitics thereol;

([ if the drug is a drug specified in Schedule C, the name of the manufacturer, the bawch -
number and the date recorded on the container label. or wrapper as the date up to which the
substance may be expected (o retain a polency not less than, or not 1o acquire a toxicity greater
than that required or permited by the prescribed test;

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

Provided that if the medicine is supplied on a prescription on which the medicine has been
supplied on a previous occasion, it shall be sufficient if the entry in the register includes a serial
number, the date of supply, the quantity supplied and a sufficient reference 1o an entry in the
register recording the dispensing of the medicine on a previous occasion.

(4) The supply of a drug specified in Schedule E or preparation containing any such drug or of
a drug specified in Schedule C shall be recorded at the time of supply in a register specially
maintained for the purpose in which the following particulars shall be entered - —

(a) serial number of the entry;

(b) the date of supply;

(c) the name and address of purchaser;

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

(¢) it the drug is a drug specified in Schedule C, the name of the manufacturer and the batch
number;

(f) the signature of the person under whose supervision the sale was affected;

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

(5) Records shall be maintained of all purchases and sales by way of wholesale dealing of
drugs specified in Schedule C and such records shall include the following particulars:

() the dates of purchase and sale;

(b) the names and addresses of the concerns from which purchased and the concerns to which
sold;

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

(d) the name of the manufacturer.

ﬁuchrecordahallbepreservcdfurthrecyearsfromthedaleofl.hesaleoflhedmg

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

(7) Except where otherwise provided in these rules, ali registers and records maintained under
these rules shall be preserved for a period of not less than two years from the date of the last entry
therein.
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(8) Notwithstanding anything contained in this rule it shall not be necessary to record any
particulars in a register specially maintained for the purpose if the particulars are recorded in any
other register maintained under any other law for the time being in force.

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

Provided that no prescription shall be required tor sale or supply to a registered medical
practitioner, hospital, infirmary or an institution approved by an order of a licensing author. ty.

{10) For the purposes of clause (9) a prescription shall—

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

(b) specify the name and address of the person for whose treatment it is given;

(¢) indicate the total amount of the medicine 10 be supplied and the dose 1o be taken.

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

(a) the prescription must not be dispenscd more than once unless the prescriber has stated
thereon that it may be dispensed more than once;

(b) if the prescription contains a direction that it may be dispensed a stated number of times or
at stated intervals it must not be dispensed otherwise than in accordance with the directions;

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

(12) Substances specified in Schedule E kept in a retail shop or premises used in connection
therewith shall be stored—

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

or

(b) in a part of the premises separated from the remainder of the premises and to which
customers are not permitted (o have aceess.

(13) Substances specified in Schedule E shall be kept in containers impervious to the poison
and sutficiently stout to prevent leakage arisiag from the ordinary risks of handling and transport.

(14) A substance specified in Schedule E sold by retail shall be labelled with the word
"Poison" in such language or languages as the Chief Commissioner may prescribe by notification
in the Official Gazette. T

{15) The descripion "Chemist", "Druggist," "Chemist and Druggist," "Pharmacy”,
“"Pharmacist”,.  "Pharmaceutist”,  Dispenser”,  "Dispensing  Chemist”,  "Dispensary”,
“Pharmaceutical Chemist” or any combination of such words, whether in conjunction with other
words or otherwise, shall not be used by the licensee in any advertisement or on any label,
signboard or name-plate or otherwise in connection with the sale of drugs by retail unless the
premises are under the personal supervision of a qualified person.

Explanation.— For the purposes of this Rule, "qualified person” means a person who :—

(a) holds a degree or diploma in pharmacy 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 had not less than four years practical experience of dispensing which is in the opinion
of the licensing authority adequate, and has been approved by that authority as a qualified person.

66. Cancellarion and suspension 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 or suspend it for such period as he thinks fit, either wholly or in
respect of some of the substances to which it relates, if, in his opinion, the licensee has 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 contravention is the consequence of an act or omission on the
part 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 firm 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 the owner had been guilty of a
similar act or omission within twelve months before the date on which the act or omission in
question took place and that the owner had, or reasonably ought to have had, knowledge of that
previous act or omission; or

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

(d) that the owner of the business had not used due diligerce 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 been 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 district
such judicial officer as the Central Government may apmmt in this behalf within three 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.—Manufacture for sale.

68. Manufacture on more than one set of premises.— If drugs are manufactured on more than
one set of premises a separate application shall be made and a separate licence shall be issued in
respect of each such set of premises.

69. Applications for licence to manufacture drugs other than special products.— Applications
for the grant or renewal 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 Chief
Commissioner for the purposes of this Part (hereafter in this Part referred to as the licensing
authority) in Form 24 and shall be accompanied by a fee of 1upees twenty.

70. Form of licence to manu:'}‘acture drugs other than special products.— Licences to
manufacture for sale drugs other than those specified in Schedules C and C (I) shall be issued in
Form 25.
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71.Conditions to be satisfied before a licence s granted.— A licence in Form 25 shall not be
granted or renewed unless the licensing authority is satisfied that the manufacture will be

conducted under the active direction and personal supervision of a compelent technical staff
consisting of at least one person who is—

(1) a graduate in Pharmacy -or Pharmaceutical Chemistry of a university recognised by the
Central Government for the purposes of this Rule, or .

(2) a graduate in science who for the purposes of his degree has studied chemistry as a
principal subject and has had at least two years' practical experience in the manufacture of drugs,
or

(3) a person whose general training, knowledge of chemistry and praclical experience,
extending over not less than three vears, in the manufacture of drugs are in'the opinion of the
licensing authority adequate.

72. Duration of licence.—A licence in Form 25 shall, unless sooner suspended or cancelled, be
in force for a period of two years from the date of issue and may thereafler be renewed lor periods
of two years at a ume:

Provided that 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 such application.

73.Certtficate of renewal.— The centificate of renewal of a licence in Form 25 shall be issued
in Form 26.

74. Conditions of licence.— A licence in Form 25 shall be subject to the conditions stated
therein and to the lollowing conditions:—

(a) the licensee shall provide and maintain an adequate statf and adequate premises and plant
for the proper manufacture and storage of the substances in respect of which the licence is issued:

(b) the licensee shall comply with the provisions of the Act and of these rules and with such
further requirements, if’ any, as may be specified in any rules subsequently made under chapter IV
of the Act, of which the licensing authority has given the licensee not less than four months'
notice;

(c) the licensce shall allow any inspector authorised by the licensing authority in that behalf to
enter, with or withoul prior notice. any premises where the manufacture of a substance in respect
of which the licence is issued is carried on, o inspect the premises and to take samples of the
manufactured product;

(d) the licensee shall allow an inspector to inspect all registers and records maintained under

these rules and shall supply to the inspector such information as he may require for the purpose of
ascertaining whether the provisions of the Act and rules thereunder have been observed.

75. Form of application for licence to manufacture drugs specified in Schedules C and C
(1)—Applications for the grant or renewal of licences to manufacture drugs specified in
Schedules C and C (1) shall be made to the licensing authority in Form 27 and shall be
accompanied by a fee of rupees twenty and an inspection fee of rupees one hundred.

76. Form of licence to manufacture drugs specified in Schedules C and C (1).— Licences lo
manufacture for sale drugs specified in Schedules C and C (1) shall be issued in Form 28,

T7. Duration of licence.—A licence in Form 28 shall, unless sooner cancelled or suspended, be

in force for a period of two years from the date of issue, and may thereafter be renewed for
periods of two years al a lime: )
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Provided that 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. Condirions of licence.—A licence in Form 28 shall be subject tosthe special conditions, if
any, sel out in Schedule F which relate to the substance in respect of which the licence is granted
and to the following general conditions:—

(a) (1) the licensee shall provide and maintain an adequate staff and adequate premises and
plant 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 who for any purpose engages in the culture or manipulation of pathogenic spore-begring
micro-organisms shall provide to 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 so provided not 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 tests 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”
housing for animals used for the purpose of such tests, or (ii) make arrangements with some
institution approved by the licensing authority for such tests to be regularly carried out on his
behalf by that institution;

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

(d) the licensee shall allow any inspector, authorised by the licensing authority in that behalf,
to enter, with or without prior notice, any premises where the manufacture is carried on and to
inspect the premises, and, in the case of substances specified in Schedules C and C (1), (o inspect
the plant and the process 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 1o take samples of the manufacwred product and shall supply to such inspector such
information as he may require for the purpose of ascertaining whether the provisions of the Act
and rules thereunder have been observed;

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

(g) the licensee shall on request furnish to the licensing authority or such other authority as the
licensing authority may direct from every batch of the substance, or from such batch or batches as
the licensing authority may from time 10 time specify, a sample of such amount as the authority
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may consider adequate for any examination required to be made and the licensee shall, if so
required, furnish full protocols of the tests which have been applied;

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

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

(j) no drug manufactured under the licence shall be sold unless the precautions necessary for
preserving its properties have been observed throughout the period after manufacture;

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

79. Inspection before grant of licence.—Before 2 licence in Form 28 is issued, the licensing
authority shall cause the establishment on which the manufacture is proposed to be conducted to
be inspected by one or more Inspectors appointed by it for the purpose, and the Inspector or
Inspectors shall examine all portions of the premises and the plant and appliances, inspect the
process of manufacture intended to be employed and the means to be employed for standardising
and testing the substances to be manufactured and enquire into the professional qualifications of
the technical staff to be employed.

80. Report by Inspector—The Inspector or Inspectors shall forward to the licensing authority a
detailed descriptive report of the result of the inspection.

81. Procedure of licensing authority—(1) If the licensing authority, after such further enquiry,
if any, as he may consider necessary, is satisfied that the requirements of the rules under the Act
have been complied with and that the conditions of the licence and the rules under the Act will be
observed, he shall issue a licence in Form 28,

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

82. Further application after rejection.—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 deposits an inspection fee of rupees thirty, the licensing authority
may, if after causing a further inspection to be made he is satisfied that the conditions for the grant
of a licence have been complied with, issue a licence in Form 28.
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83. Renewal —On application being made for renewal, the licensing authorily may cause an
inspection to be made and, if satisfied that the conditions of the licence and the rules under the
Act are, and will continue to be, observed, shall issue a certificate of renewal in Form 26.

84. The provisions of this part shall apply to the manufacture of drugs for sale notwithstanding
that such drugs are manufactured for sale outside India.

85. Cancellation and suspension 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 or suspend it for such
period as he thinks fit, either wholly or in respect of some of the substances o which it relates, if,
in his opinion, the licensee has failed to comply with any of the conditions of the licence or with
any provision of the Act or rules thereunder. '

(2) A licensee whose licence has been suspended or cancelled may appeal (o the district judge
of the district in which the right of appeal accrues or if there is no district judge of that district
such judicial officer as the Central (mvmme:1l may appoint in this behalf within tlmcc months of
the date of the order.

Part VIII,— Manufactvr< for examination, test or analysis.

86. Conditions relating (0 manufacture for examination, test or analysis.—The proyisions of
section 18 of the Act shall not apply to the manufacture of any drug in small quantities for the
purpose of examination, test or analysis if the conditions prescribed in this part are fulfilled.

87. Labelling.—Any drug manufactured for the purpose of examination, test or analysis shall
be kept in containers bearing labels indicating the purpose for which it has been manufactured,

88. Labelling of drugs supplied to other persons.—If any drug manufactured for the purpose
ol examination, test or analysis is supplied by the manulacturer to any other person, the cont@iner
shall bear a label on which shall be stated the namce and address of the manutacturer, the accepled
scientific name of the substance if known, or if not known a reference which will enable the
substance to be identified and the purpose for which it has been manufactured.

89. Licence.—If the person proposing (0 manufacture a drug for the purpose of examination,
test or analysis does not hold a licence in TForm 25 or Form 28 in respect of such drug he shall,
betore commencing such manufacture, obtain a licence in 'orm 29,

90. Form of application.—An application for a licence in Form 29 shall be made o the
licensing authority appointed by the Chief Commissioner for the purposes of this Part (hereafter
in this Part referred to as the licensing authorily) in Form 30 and shall be made by or
countersigned by the head of the institution in which, or a director of the firm or company by
which, the substance will be manufactured.

91. Duration of licence,.—A licence in Form 29 shall, unless, sooner cancelled, be in foree for
a period of one year from the date of issue, and may thereafter be renewed for periods of one yea:
ala I.une

92. Conditions of licence—A licence in Form 29 shall be subject o the following
conditions:—

(a) the licensee shall use the drugs manufactured under the licence exclusively for purposes of
examination, test or analysis, and shall carry on the manufacture and examination, test or analysis
at the place specified in the licence;

-
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(b) the 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 to satisfy
himself that only examination, test or analysis work is being conducted;

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

(d) the licensee shall comply with 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 has given him not less than one month's notice.

93, Cancellation 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 to which it relates, if, in his opinion, the respect of some of the substances to which
it relates, if, in his opinion, the licensee has failed to comply with any of the conditions of the
licence or with any provision of the Act or rules thereunder.

(2) A licensee whose licence has been 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 district such judicial
officer as the Central Government may appoint in this behalf within three months of the date of
the order.

Part IX.—Labelling and Packing.
94. Exemption of certain drugs from certain provisions of this part.—
(1) The provisions of this Part shall not apply to a drug sold for export to a place outside
(2) The provisions of rules 96 to 101 inclusive shall not apply to a medicine made up ready for
treatment, whether after or without dilution, which is supplied on the prescription of a registered
medical practitioner 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 shall be labelled with the name and address of the licensee by whom it is
supplied.

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

(c) If the medicine is for internal use, it shall be labelled with the dose.v
(d) Condition (3) of the conditions is rule 65 shall be satisfied.

95. Prohibition of sale or distribution unless labelled — Subject to the other provisions of
these Rules, no person shall sell or distribute any drug (including a patent or proprietary
medicine) unless it is labelled in accordance with these Rules.

96. Manner of labelling.— (1) Subject to the other provisions of these Rules, the particulars
with which the container of any drug is required to be labelled under this Part shall appear in a

conspicuous position on the innermost container in which the drug is packed and on every other
covering in which that container is packed:
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Provided that when the drug is contained in an ampoule it shall only be necessary, except

where otherwise provided in these rules, to label the ampoule itsell with (1) the name and quantity
of the drug and (2) the name of the manufacturer.

(2) Nothing in these Rules shall be deemed to require the labelling of any transparent cover or
of any wrapper, case or other covering used solely for the purpose of packing, transport or
delivery.

(3) Where by any provision of these Rules any particulars are required 1o be displayed on a
label on the container, such particulars may instead of being displayed on a label. be etched,
painted, or otherwise indelibly marked on the container:

Provided that, except where otherwise provided in these Rules, the name of the drug or any
disunctive letters intended (o refer (o the drug shall not be etched, painted or otherwise indelibly
marked on the container.

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

(a) if 1t contains a substance specified in Schedule E, and not specified in Schedule G, be
labelled with the words "poison” :

(b) it it conlains a substance specified in Schedule G, be labelled with the words "Canton. It is
dangerous to take this preparation except under medical supervison".

(2) The container of an embrocation, liniment, lotion, liquid antiseptic or other liquid medicine
for external application, which is made up ready for the treatment of human ailments, shall. if the
medicine contains a substance specified in Schedule E, be labelled with the words "Poison. For
external use only”.

(3) The container of a medicine made up ready for the treatment of animals shall, if the
medicine contains a substance specified in Schedule E be labelled with the words "Poison. For
animal treatment only"”.

(4) The container of a medicine which is not made up ready for treatment, shall, if the
medicine contains a substance specified in Schedule E be labelled with the word "Poison”.

Explanation:—A medicine shall 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 dilution.

98. Manner of labelling.— The words with which a container of a medicine is required to be
labelled under rule 97 shall—

(a) if the medicine contains a substance specified in Schedule E either be in red lettering or be
set against a red background, and

(b) in all cases shall either be on a separate label or be surrounded by a line within which there

shall be no other words except words with which the container is required to be labelled under
these rules.

99, Labelling with the nome and address of seller— The container of any substance specified
in Schedule E, or preparation containing such substance shall be labelled with the name and
address of the seller and the address of the premises on which it was sold :

Provided that when the substance or preparation is sold in a container and outer covering, it

shall be sufficient it the name and address of the seller appears either on the container or on the
ouler covering:
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Provided further that when the substance or preparation is supplied from a warehouse or depot
in the course of wholesale dealing it shall be sufficient if the container is labelled with the seller'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 substanoc shall
be labelled with the name of such substance,

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

Provided that, where the said term describes a group of substances and not the substance
specifically, the name of the substance shall be :—

(a) if the preparation is included in the Brtish Pharmacopeia 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 Pharmacopeeia or the British
Pharmaceutical Codex, or any dilution or admixture of such a preparation, or any surgical
dressing for which a standard is prescribed in the British Pharmaceutical Codex, it shall be
sufficient, notwithstanding anything in the foregoing sub-rules, to state the name, synonym or
abbreviated name used to describe the preparation or surgical dressing in the British
pharmacopeeia or the British Pharmaceutical Codex, with the addition of the letters "B.P." or
“B.P.C.", as the case may be.

101. Labelling with statement of quantiry— (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 Schedule E, shall include a statement of the guantity 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 stated in terms of the
average percentage by volume of absolute alcohol in the finished product.

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

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

Provided also that when two more pills, wafers, tablets, powders, capsules or the like are
packed ir. the same container, the quantity shall be stated 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 state on the label the particulars specified in that Schedule.

(5) In the case of a preparation included in the British Pharmacopeeia or the British
Pharmaceutical Codex or any dHution or admixture of such a preparation, or a surgical dressmg
for which a standaru is prescribed in the British Pharmaceutical Codex the container of which is
labelled with the name used to describe the article in the British Pharmacopeeia or the British
Pharmaceuticzl Codex with the addition of the letters "B.P." or "B.P.C.", as the case may be, it
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shall not be necessary to state on the label the proportion of the substance specified in Schedule E
confained in the preparation.

102. Non-Sterile Surgical Ligature and Suture.— Every container of, and wrapper enclosing
surgical ligature or suture other than a ligature or suture offered or intended to be offered for sale
as sterile shall bear a label on which are printed or written in a conspicuous manner in indelible
red ink the words "Non-sterile surgical ligature (suture) — not to be used for operations upon the
human body unless elficiently sterilised and tested for sterility by the process prescribed by Rules
under the Drugs Act, 1940",

103. Additional provisions for patent or proprietary medicines,— (1) There shall be printed or
written in indelible ink on the outer label of every package containing a registered patent or
proprictary medicine the letters "CDL" followed by the registration number of the medicine
allotted by the Central Drugs Laboratory: and no other reference to the certificate of registration
or 10 the fact of registration shall be made on any label on the container or any covering in which
the container is packed or any other written matter or advertisement enclosed therein.

(2) The name and address of the manufacturer shall be printed on the label of the container of a
patent or proprietary medicine,

(3) The true formula or list of ingredients shall be printed or written in indelible ink on the
outer label of every package containing an unregistered patent or proprictary medicine,

104. Use of letters B.P. and B.P. C.— The letters "B.P." and "B.P.C." shall be entered on the
label on a drug only for the purpose of indicating that the drug is in accordance with the standard
set oul in the British Pharmacopaia or the British Pharmaceutical Codex as the case may be.

105. Packing of patent or proprietary medicines.—A natent or proprictary medicine shail be
made up in containers intended for retail sale.

106. Diseases which a drug may not purport to cure.— No drmg may purport or claim to cure
any discase or ailment specified in Schedule J, or to procure or assist (o procure the miscarriage of
women.

Part X.—Special provisions relating to biological and other special products.

107. Name of substance.— If any substance specified in Schedule C is advertised or sold as a
proprietary medicine or 1§ contained in a medicine so advertised or sold, the name stated in
Schedule F as being the accepted scientific name or name descriptive of the true nature and origin
(hereinafter referred 1o as the “"proper name”) of the substance shall appear on the label in the
manner prescribed in this Part.

108. Containers.—(1) No substance specified in Schedule C shall be sold or offered for sale
unless it has been sealed in a previously sterilized glass container in such manner as will in the
opinion of the licensing authority suffice to preclude the access of bacteria :

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

(2) When any such substance is issued in liquid form in containers which are sealed in such a
manner that portions of the contents can be withdrawn for use on different occasions, the liquid
shall conwin a sufficient proportion of some antiseptic 10 prevent the growth of any organism
which may be accidentally introduced in the process of removing a portion of the contents of the
container.
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(3) The container shall comply with such further requirements, if any, as are specified in
Schedule F in that behalf.

(4) The licensing authority may in the case of any particular preparation of any such substance
dispense with any of the requirements of this Rule or of Schedule F, and may make such
additional requirements, as having regard (o the nature of the preparation, they may deem
necessary. :

109. Labelling.—(1) Every phial, ampoule or other container of a substance specified in
Schedule C shall bear a label on which is printed or written in indelible ink the following
particulars and such further particular, if any, as are specified in Schedule F:—

(a) the proper name of the substance in letters not less conspicuous than those in which the
proprietary name, if any, is printed or written, and following immediately after or under such
proprietary name ;

(b) the number of every licence under which the substance or any of its constituents is
manufactured or imported, preceded in the case of import licences by the words "Import Licence”;

(¢) a distinctive batch number, that is to say, the number by reference to which the prescribed
tests, and details of manufacture of the particular balch from which the substance in the container
15 taken are permanently recorded and available for inspection;

(d) Where a test for potency in units is required by these Rules, a statement of the potency in
units delined in terms of relation to the standard preparation specified in Schedule F :

Provided that this clause shall not apply in the case of vaccine lymph or surgical ligature or
sulure.

(2) The particulars prescribed in claoses (a), (b) and () of the preceding sub-rule shall be
printed or written in indelible ink either on the label borne by a container of vaccine lymph or on
a label or wrapper aflixed to any packages in which the container is issued for sale. The said
particulars shall be indelibly marked on the sealed container of surgical ligature or suture or
printed or written in indelible ink on a label enclosed therein,

(3) The following particulars and such further particulars, il any, as are specified in Schedule F
shall be printed or written in indelible ink either on the label borne by the comtainer of any
substance specified in Schedule C or on a label or wrapper affixed (o any package in which any
such container is issued lor sale :—

(a) the name and address ol the manutacturer of the final product;

(b) the date on which the manufacture of the particular batch from which the substance in the
container is taken was completed. as defined in Schedule F or, if there is no definition in Schedule
F, as herealfter defined in this Rule, and in the case of vaccines prepared from concentrates, the
date ol completion of the final products and the bottling for issue;

(¢) where a test for maximum toxicity is required by these Rules a statement that the substance
has passed such test:

(d) where a test lor polency or maximum toxicity is required, the date up to which the
substance, il kept under suitable conditions, may be expected 1o retain a potency not less than that
stated on the label of the container, or not to acquire a toxicity greater than that permitted by the
test, as the case may be;

(¢) where an antiseptic substance has becn added, the nature and the percentage proportion
introduced; )



41 69

(a) sera and solutions of serum proteins intended for injection;

(b) the bacterial vaccines to which part I (A) of Schedule F applies;

(¢) carbolised antirabic vaccine;

(d) woxins, antigens and mixtures of Wxins or antigens with serum which are intended 1o be
used in medical practice for immunizing treatment or for diagnosis by inoculation of the paucnl

(e) solutions and suspensions of insulin;

() dry preparations of insulin intended for therapeutic use;

(g) preparations of the posterior lobe of the pituitary body intended for use by injection except
preparations which, after being sealed in the containers, have been sterilised by heat in a manner
satisfactory to the licensing authority: and

(h) any other preparations in a form (o be administered parenterally except preparations which,
after being sealed in containers, have been sterilised by heat in a manner satisfactory to the
licensing authority :

Provided that—(i) in the case of dry preparations of insulin the tests shall be applied with such
modifications as the licensing authority considers appropriate; and (ii) if a manufacturer satisfies
the licensing authority that he has already in use tests for the presence of living aerobic or
anerobic bacteria in any of the abovenamed subslances, and that these fests, as applied by him,
will detect the presence of such bacteria in the substance as ready for issue with a certainty at least
equal to that afforded by the application of the tests prescribed by this Part, the licensing authority
may approve the use of such tests in the place of the prescribed tests, but in such a case the
authority may at any time withdraw such approval and require the manufacturer to carry out the
prescribed tests.

115. Application of tests for stertlity.— The tests shall be applied—

(a) to samples taken from each batch of the substance before the operation of filling and
scaling the containers in which it is to be issued has commenced; and

() to the contents of sample containers when ready for issue,

116. Amounts of samples.— The samples required to be taken under the last preceding rule
shall be taken in the following proportions :—

(a) in the case of samples taken from the batch., the quantity taken shall be not less than 0.1
per cent. of the total volume of the batch if the volume is not more than 10 liters, and not less than
10 c.c. if the volume is 10 liters or more, but shall in no case be less than 1 c.c.;

Provided that if at the time when the test is made, the batch is contained in a number of bulk
containers, samples in the foregoing proportions shall be taken from each of such bulk containers
and be separately tested;

(b) in the case of the contents of sample containers the number of containers taken for test
shall be not less than | per cent, of the tofal number filled from the batch if this number is not
more than 1.000, and not 1éss than 10 containers if the total number is more than 1,000.

117. Method of preparing and using media.— (1) The test shall be made on fluid media, the
quantity of medium contained in each tube or other vessel used in the test 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 dilution to be employed shall be
that approved by the licensing authority.
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{2) In the case of a test for acrobic organisms the medium shall consist either of a meat extract
with the addition of 1 per cent. of peptone, or of such an equivalent as can be prepared by the
tryptic digestion of muscle or any other medium approved by the licensing authority. After the
final sterilisation the hydrogen-ion concentration of the medium shall be between the limits
represented by pH=7.2 and pH=7.8.

(3) In the case of a test for anaerobic organisms the medium shall consist of a nutrient broth
similar to that used in testing for aerobic organisms, with the addition of heat coagulated muscle
of an amount sufficient to occupy a depth of not less than 1 centimeler at the bottom of the tube.
After the final sterilisation the hydrogen-ion concentration of the medium shall be between the
limits represented by pH= 7.2 and pH=7.8. Before the test inoculation the medium shall be
headted to 100" C. for a period sufficient to free it completely from dissolved oxygen, and then be
cooled to 37°C or lower,

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

118. Method of testing.— (1) In the case of samples taken from the batch each sample shall be
inoculated into tubes or other vessels containing the media. one-hall of the total volume of the
sample being used for the acrobic and one-half for the anaerobic test.

(2) In the case of the contents of sample containers the contents of each container shall be
subjected to the test for acrobic and the test for anacrobic organisms. When the volume in the
container is 2 ¢.¢ or more, j.c.c. shall be used for cach test. When the volume in the container is
less than 2 ¢.c., the contents shall be divided into two approximately equal parts, one part being
used for the aerobic and the uther lor the anaerobic test.

(3) The inoculated (ubes shall be incubated at 37°C. for five days and be examined after
incubation, permanent records being kept of the examination of each tube.

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

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

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

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

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

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

(1) the heensee shall before the issue take samples in the required proportions from the
containers into which the batch is filled, and after the required inoculation and incubation shall
examine the tubes every day for five days:

(i1) If at any examination any growth is visible in any of the tubes, he shall immediately notify
the licensing authority ;

(ii1) he shall keep available for inspection a record of all issues made under this rule containing
such particulars of the circumstances in which the issue is made as the licensing authority may
require.

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

(a) a dose of 0.5 c.c. of the serum shall be injected subcutancously into a normal mouse and
the serum may be treaied as having passed the test for freedom from an excess of phenolic
antiseptic if the injection does not produce death or serious symptoms within seven days ; and

(b) a dose of not less than 5 c.c. of the serum shall be injected subcutaneously or
intraperitoneally into a normal guineapig and the serum shall be treated as having passed the test
for freedom from other abnormal toxic constituents if the injection does not produce death or
serious symptoms within seven days.

122. Substances specified in Schedule C (1).—The following provisions shall apply in the case
ol a substance specified in Schedule C (1) :—

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

(b) There shall be printed or written in indelible ink on the label—

(i) the proper name of the substance ; (i) the number of the licence under which the substance
is manufactured or imported, preceded in the case of import licences by the words "Import
Licence™; (iii) a batch number, that is to say, the number by reference to which the prescribed fests
and details of manutfacture of the particular batch from which the substance in the container is
taken are permanently recorded and available for nspection ; (iv) when a test for potency in units
15 required by these rules, a statement of the potency in units defined in terms of relation to the
standard preparation specified in Schedule F.

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

(d) The tests for determining the strength, quality and purity of a substance specified in
Schedule ¥ shall be applied to samples taken from the final product after each manufacturing
process has been completed.

(¢) The substance should be stored in a cool place and away from light.

Part XL—EXEMPTION

123. The Drugs specified in Schedule K shall be exempted from the provisions of Chapter TV
of the Act and the rules made thereunder (o the extent and subject to the conditions specified in
that Schedule.
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Part XIL.—STANDARDS.

124. (1) The United States Pharmacopeeia and the National Formulary of the United States
shall be deemed (o be prescribed pharmacopoeias for the purpose of the schedule o the Act.

(2) For drugs for which no standards of identity, purity and strength are specified in the latest
edition of the British Pharmacopaeia but are specified in the British Pharmaceutical Codex the
standards shall 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 Pharmacopceia or in the British Pharmaceutical Codex but are specified in
the earlier editions of the British Pharmacopaia the standards of identity, purity and strength for
these drugs shall be those occurring in the latest edition of the British Pharmacopoeia in which
they are given.

SCHEDULE A

Form 1
[See rule 4]
Memorandum to the Central Drugs Laboratory
Serial Number . .. .........
16 the Director, Central Drugs Laboratory . .. ... ..ot mieniiesinaen e rans o B ity
E75) 1+ ORI S e Y A

I send herewith, under the provisions of section 25 (4) of the Drugs Act, 1940, sample(s) of a
drug purporting tobe . ............ ... for test or analysis and request that a report of the result
of the test or analysis may be supplied to this Court.

2. The distinguishing number on the packet is

.......................................

3, Particulars of ‘affence:alleged;—.. . ..l vt bindmite coeamimms wos BN PN BT
4. Matter on' which.opinion IS requined :— . ... c v vwmnmene sae vw b Dbl Yot g vamms
Do AJEEOERE . oo mwiinsnni v has been deposited in Court.
Magistrate.
Daté'...o: v10n ssmaesa
Form 2
[See rule 6]
s Certificate of test or analysis by the Central Drugs Laboratory
Centified that the sample, bearingnumber . . .. .......coiiiriiiiiiiiiinnnann purporting
tobeasampleof ...... S W SRR e STCCBIVRdION . o s B S eseaa with
memorandum No.,............. ST ANPCT L sbar oo GBI .o e o e Y from

........... , has been tested/analysed and that the result of such test/analysis is as stated below.
2. The condition of the seals on the packet on receipt was as follows :—

...............................
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o ) of standard quality as
* 3. In the opinion of the undersigned the sample s dotof standard quality
defined in the Drugs Act, 1940, and rules thereunder :
: given below:—
defined in the Durgs Act, 1940, and rules thereunder for the reason
IR o cmmene e i
Director,

Central Drugs Laboratory. or other authorised officer

Details of results of test or analysis with protocols of tests applied.
~ Director,

Central Drugs Labaratory, or other authorized officer.

* If opinion is required on any other matter, this paragraph should be suitably amended.

Form 3
[See rule 9]
Application for a cernificate of registration of a patent proprietary medicine

I hereby apply for a certificate of registration ol the pawent of propietary medicine described
bellow:—

(1) Name of medicine (as proposed (o be printed on labels and rappers) . ......oovevveen.

(2) Trade mark (ifany) ..................

(3) Name of manufacturer . .. ................

(4) Address of manufacwurer . ..........00..

(5) Name and address of person applying for registration . ... .........

(6) Purposes for which medicine istobeused .. ... ..............

(7Y DICCHONSAOTMEE . < ..o.r s vrm s s s mmn e e

(8) Proportion by volume of alcohol present . . ..... ..

(9) 1f the medicine contains over 3 per cenl. of alcohol by volume, name and guantity per fluid
ounce of ingredients present which render the medicine unfit for use as an awcoholic beverage.

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

3. T enclose in a sealed cover the formulx or list of ingredients with amounts present.

4. A fee of rupees fifty is forwarded herewith.

BIORE o v v i SETRAEIN 560 5 (Signed). ...oviii vian

Form4
[See rule 9)
Enclosure 1o application for a certificate of registration
1 hereby certify that the following formula or Ist of ingredients of the patent or proprietary

medicine to be sold under the name of . . .. .. and manufactured by . ......... indicate correctly
all patent or poisonous substances contained therein together with an approximate statement of
the compositicn of the medicine.
Formula.
(Sipned) .. .« vuniesa
LR i oo s '
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Form §
[See rule 16 (1))
Certificate of registration of a patent or proprietary medicine

...... having applied for a certificate ol registration in respect of the patent/proprietary
medicine marketed under the name of ... ... ... manufactured by .. ....... o) T

..........................................................................

and having dt,pou(ed with the Central Drugs Laboratory the formula of the said medicine in
accordance with the requirements of the Drugs Act, 1940, and the rules thereunder, the said
medicine has been registered and allotted the registration number . . ... ... ..... .. this.......
day....... L S,

Director,

Central Drugs Laboratory, or other authorised officer

Form 6
[See rule 16 (2)]
Application for renewal of a certificate of registration of a patent or proprietary medicine

I hereby apply for renewal of the certificate of registration of the patent/proprietary medicine

marketed under the pame of ... ... ... which was registered and allotted the registration number.
............ (v} | ;T JRINSPRRTR: ;. |7/ ) SCEMDSICPIN) | SRR e
FRIECHY o viscrmosia 5 mbiomin
LIAPE .. vnsoemenven s wus wyn
Form 7

[See rule 16 (3)]
Certificate of renewal of registration of a patent or proprietary medicine

The certificate of registration in respect of the patent/proprictary medicine marketed under the

nameof .., ... manufactured by . ... ... ... .. OB oty o . which was registered and
allotted the registration number .. ... ... .onthe . ........ davof. . oo 19 e is hereby
renewed until the . .. ..o dayof ... ... ... 19, a0
Direclor,
Central Drugs Laboratory, or other authorised officer.
Date.........

Form 8
|See rule 24|

Application for a licence to import bological and other special products specified in Schedules
Cand C (1) to the Drugs Rules, 1945

VW& i i cismsiiaenss hereby apply lor a licence to import the substances specified below
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Names of drugs or classes of drugs
LIWE i o ommision s moimm onscinicin. i esais enclose herewith an undertaking signed by or on behalf
of the manufacturer as required by the Drugs Rules, 1945,

Manufacture's Agent,

Form 9
[See rule 24)
Form * of undertaking to accompany an application for an import licence
WhHEIEAS & - oawains o ws OF 522 iguins 1509 w10 i s intends o apply for a licence under the Drugs
Rules, 1945, for the import into British India. of the substances specified below manufaciured by

oW s wmice i SR ] hereby give this undertaking that for the duration of the
said licence

(1) the said applicant shall be our agent for the import ol the substances into British India;

(2) we shall comply with the conditions imposed on a licensee by clanses (a) to (e) of Rule 78
af the Drugs Rules, 1945 ;

(3) we declare that we are carrying on the manufacture of the substances mentoned in this
undertaking at the premises specified below, and we shall from time to time report any change of
premises on which the manufacture will be carricd on and in cases where manufacture is carried
on in more than one factory any change in the distribution of functions between the factories |

(4) we shall comply with the provisions of Part IX of the Drugs Rules, 1945;

(5) every substance manufactured by us for import under licence into British India shall as
regards strength, quality and purity conform with the provisions of Chapter 111 of the Drugs Act,
1940, and of the Drugs Rules, 1945;

(6) we shall comply with such further requircments, if any, as may be specified by rules made
by the Central government under the Act and of which the licensing authority has given to the
licensee not less than four month's notice.

List of Substances
Particulars of premises where manufacture is carried on.,

Signed by or on behalf of the manufacturer.

* Amended vide Ministry of Health and Works (Health Division) Notficaion Ne F 27-34/49-M. 8. & G,, dated the
215t September, 1950,
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Form 10
[See rule 27)

Licence to import biological and other special products specified in Schedules C and C (1) to the
Drugs Rules, 1945

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

................ of ............isfarc hereby licensed to imponts.into British India during
the period for which this licence is in force the substances specificd below manutacturcd by . . . ..
BT B of

2. This licence is subject 1o the conditions prescribed in the Drugs Rules, 1945, and shall be in
force for a period of two years from the date stated below unless it is sooner suspended or
cancelled under the said Rules.

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

Licensing Aumo;r'r_\-
BPalg ... vy
Form 11
[See rule 33]
Licence to import drugs for the purposes of examination, test or analysis
....... of.............1s hereby licensed to import from .. ............the drugs specified
below for purposes of examination, testoranalysisat . ..............ovviiuuenas or in such

other place as the licensing authority may from (ime to time authorize.
2. This licence is subject to the conditions prescribed in the rules under the Drug Act, 1940.

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

Names of drugs.
Quantities which may be imported.
Licensing Authority.
DIOLE ..o vrivovas sens
Form 12
[See rule 34
Application for licence to import drugs for purposes of examination, test or analysis
, O residentof . ............. by occupation . .. ............ ‘hereby apply for
a licence to import the drugs specified below for the purposes of examination, test or analysis at . .
......... from............and I undertake to comply with the conditions applicable to the
licence.
Names of drugs.
Quantities
(Signature) . . ........

Date..............
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Form 13
[See rule 46)

Certificate of test or analysis by Government Analyst under Section 25 (1) of the Drugs Act, 1940
1. Name of Inspector from whomreceived . . ...........ccoiinenninneinanenns e
2. Serial No. and date of Inspector's memorandum . . ... ...vvvve e v rerans R
3. Number of s8mPIes . ; .« o iiievavivimos sai S eva i div e v SRR S Dk
A PAETETOREIDL « o o G R 07076 ¥ s 0 A0 Fe I 0 W i S
5. Name of drug purporting to be contained inthe sample . . .......ovvvervennnns.nn B
6. Condittion OF seale NG PHBIANE . . .« o0 woie simmisisisnis aisiy wmaa e Do eisaa som som
7. Result of test or analysis with protocols of testsapplied . ... ...........ccovveana.. ol
in the opinion of the undersigned the sample referred to above

is of standard quality defined in the Drugs Act 1940, and rules thereunder.

1s not standard quality as defined in the Drugs Act, 1940 and rules thereunder for the reasons given below.
Government Analyst .. .........

Form 14-A
{See rule 47]

Applicalian from a purchaser for test or analysis of a drug under Section 26 of the
Drugs Acl, 1940

3 Nameofmedrngpmmrtmgtobccontmnedmmesmnple.......

4. Name and full address of the pharmacy or concern where the drug was purchased . . ... ...
5. Date on which purchased . .. . ... YR -

6. Reasons why the drug is being submitted for wstnranalysls .....

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

(Signed). ..... ceen
Date..ii i ;
Form 14-B
[See rule 47]
Certificate of test or analysis by Government Analyst under Section 26 of the Drugs Act, 1940
1. Name of person from whom sample received . ... .....ouviuinreeeinineroneeennnnnn.
2. DatE Of PECRIDL . . .\ v v v veeveenrinees s araasnonnresssannsnsesosesesas ——

3. Name of drug purporting to be contained inthe sample . ...........covviiiieiinnn..
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4, Opinion of the Government analyst— The sample referred to above is/is not of standard
quality as defined in the Drugs Act, 1940 and rule thereunder.
Government Analyst

Form 15
[See rule 54|
Order under section 22 (c) of the Drugs Act, 1940, requiring a person not o
dispose of stock in his possession

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

I hereby require you not 10 dispose of the said stock for a period of . .. ... . days [rom this date.

Inspector. . .. ......

Details of stock of drugs
Inspector. .........

Form 16
[See rule 55]
Receipt for-stock of drug seized under section 22 (c) of the Drugs Act, 1940,

The stock of drugs detailed below has this day been seized by me under the provisions of
clause (c) of section 22 of the Drugs Act, 1940 from the premises of

....... situated Al oo sy o s
Inspector . .. ..ol
Date....... ....
Details of drugs seized
Inspector. . .. ......
Date........
Form 17
[See rule 56]
Intimation to person from whom sample is taken
i s S
1 have this day taken from the premises of . . .. .. STORED AL, < vvvocn wwwasanms
DALe sz cm v Inspector . ...........
samples of the drugs specified below for the purposes of test or analysis.
Date oo oo v IRSPECLOP v vy
Details of Sample taken

Date ... o i Inspector . . .
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Form 18
[See rule 57]
Memaorandum to Government Analyst

Serial No. of Memorandum
From
To

The Government Analyst

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

I'he portion of sample/conlainer has been marked by me with the following mark: —
Details of portion of sample or container with name of drug which it purports (0 contain :—

Inspector . ..........
PR 2% ool v cnss

Form 19
[See rule 59]
Application for a licence to sell, stock and exhibit for sale and distribute drugs

other than biological and
hiological and other

hereby apply for licence to sell by retail/by wholesale drugs

other special products

on the premises situated at . . .. ... ...
special products

* 2. The sale of drugs will be under the personal supervisionof , . ....... ..

EINFRYEY v s e (Qualification)

(Name) . oovveinnns (Qualification)
3. Classes of products to be sold

.......................

..................................................

4. Particnlars ol storage accommodation for the storage of biological and other special
products on the premises referred to above

............................................

...............................................................................

Sighagure:.. .. os oan en us

* To be defeted of deugs will be sold only by wholesale.
1Only required if products requiring cold storage are to be sold.
Note~~No hicence is required for wholesale dealings in drugs not specified in Schedule C.
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Form 20
[See rule 61 (1)]

Licence to sell, stock and exhibit for sale and distribute drugs other than biological and other
special products

............... is hereby licensed to sell, stock and exhibit for sale and distribute on the
premises situated at . . ... .0 drugs other than biological and other special products specified
in Schedule C' 10 the Drugs Rules 1945, subject, to the conditions specified below and to the
provisions of the Drugs Act, 1940, and the rules thereunder.

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

*3. Name(s) of qualified person (s) incharge .........

Licensing Awthoriry.

Conditions of licence

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

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

3. The licensee shall report forthwith 1o the licensing authority any change in the gualified statf
incharge.

4. No drug in Schedule C (1) shall be sold unless the precaution necessary for preserving the
properties of the contents have been observed throughout the period during which it has been in
the possession of the licensee.

Form 21
[See rule 61 (2) ]

Licence to sell, stock and exhibit for sale and distribute, biological and other special products
specified in Schedule C.

.................. is hereby licensed to sell, stock and exhibit for sale and distribute on the
premises sitwated at . .. .. ... .. the biological and other special products specified in Schedule C
to the Drugs Rules, 1945, subject 1o the conditions specified below and to the provisions of the
Drugs Act, 1940, and the rules thereunder.

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

3. Particulars of biological products o be sold

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

Licensing Authority.

Conditions of licence

1. This licence shall be displayed in a prominent place in a part of the premises open 10 the
public.

2. The licensce shall report forthwith to the licensing authority are change in the qualified staf
in charge,

3. No drug 0 which this licence applies shall be sold unless the precautions necessary foi
preserving the properties ol the contents have been observed throughout the period during whicl
it has been in possession of the licensee,

* If the licencs 1s required for wholesale dealings only. delete the word "wholesale.”
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Form 22
[See rule 67)
General Warranty under section 19 (3) of the Drugs Act, 1940

e CREMBNER - . cccomuee et WS M oo S i ! 7 i t (and being
anagent ol . oo s sy ), 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,

0217 e (Signed)................
List of goods or classes of goods
(Signed) . ................
Form 23
[See rule 67]
Specific Warranty under section 19 (3) of the Drugs Act, 1940.

T e being a resident of British In‘dia. carrying on business at . . .. . .under the name

OF . osninmsmmincdinns a (and being anagentof ............ ), do hereby give this warranty that the

goods hereunder specified and contained in the bill of sale, invoice, bill of lading or other
documents describing the goods referred to herein, do not contravene in any way the provisions of
seation, 18 of the Drugs Act, 1940.

(SIBNBE . + s 50 o a0
Date.......oc.ovev...
List of goods and description of bill of sale, invoice, bill of lading or other document.
(Signed)-. . ..cnnenapiin
Form 24
[See rule 69]
Application for a licence to manufacture drugs other than biological and other special products.
B N BT v, 55 el hereby apply for (renewal of) a licence to
manufacture on premises situatéd at . . .. .. ... drugs other than drugs specified in Schedules C
anu € (1) to the Drugs Rules, 1945. ;

2. Class of drugs to be manufactured . ..........

3. Names, qualifications and technical experience of technical staff to be employed in the
direction and supervision of manufacture and testing.

Note.—The application should he accompanied by a plan of the premises.

+Omit the words 1n brackets if the warmanty is given by the manufacturer and not by an agent.
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From 27
[ See rule 751 ;
Application for grant or renewal of a licence to manufacture biological and other special
products
TP e i o ciman s iy mmsiros i, w5k 36 R A SRS e e hereby apply for (renewal
of) a licence to manufacture on premises situated at . . . . . ... .. ... i the

undermentioned drugs,* being drugs specified in Schedules C and C (1) to the Drugs Rules, 1945,
Names of drugs (each substance o 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 follows :—
ready for inspection
will be ready for inspectionon ... ...

3. The premises and plant are
SIERALHNE: « o.ic00:5 0w aisiicisiny
Note.— The application shall be accompanied by a plan of the premises.

Form 28

[See rule 76]
Licence to manufacture biological and other special products
Number of licence and year of issue

..................................... .is hereby licensed to manufacture at the
premises SIPOMBAIARS & b is il « ok s s v 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 of 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 Act, 1940.

Signature . .................
Designation..... ... c.cou varessisns
Dategf isSUL: ... ..vvivvivin i
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 Inspector appointed under the Drugs Act, 1940.

2. If the licensee wishes to undertake, during the currency of the licence, the manufacture of
any drug specified in Schedule C or C (1) not included above, he 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 respect of which such permission has been given,

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

* To be completed only in the case of drugs specified in Schedule C and C (1) to be Drugs Rules, 1945.
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Form 29
[See rule 89)
Licence to manufacture drugs for purposes of examination, test or analysis

.............................. OF s an s semiomeagies. iy <5 w3 w vs  SRDPECBY
licensed to manufacture the drugs specified below for purposes of examination, test or analysis at

..............................................................................

.............................................

2. This licence is subject to the conditions prescribed in Part VIII of the Drugs Rules, 1945,
3. This licence shall be in force for dne year [rom the date specified below.
Names of Drugs

Licensing Authority. . ....... ..

Form 30
[See rule 90|
Application for licence to manufacture drugs for purposes of exanunation, test or analysis

.............. by occupation. .. ...... ................... hereby apply for a licence to
manufacture the drugs specified below for purpose of examination, test or analysisat .........,.
................................. and I undertake to comply with the conditions applicable
to the licence.
Names of Drugs
Date . ........onoun. .. Signature . .. ...... ........
SCHEDULE B
[See rules 7 and 48]

Fees for test or analysis by the Central Drugs Laborarory or the Government Analyst
|.—Fees for Biological Assay and Certification

Sex gland preparations:—
Rs. . Rs.

Digitalis powder e e 24 Ovarian w
Digitalis Tincture SEe W Lueal o) *2wo6d
Strophanthin e 24 Orchis
Strophanthus Tincture SO Vitamin preparations:—
Pituitary (Posterior Lobe) Extract w24 Vitamin A
Adrenaline and preparations of Vitamin B .

Adrenaline o . Vitamin C s ) *¥3210 64
Insulin ... *32to4d0 Vitamin D (Calciferol)
Thyroid - .. 32 Cad Liver Oil

* The exact amount of fee will be determuned in each case by the Director or the Government Analyst, as the case may be.
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Organic Arsenic Compounds:

Neoarsphenamine Sulphars
phenamine and Allied products

Non-organic antimony compounds

Toxicity tests for organic Antimpny
Compounds and other compounds
in experimental stage

Sera and vaccines:—
(1) Sera—
(1) Determination of exact titre
(b) Determination that sample is
up to titre specified

85
(i1) Vaccines— Rs.
(a) Examination in which an
animal test is employed 50
Rs. (b) Examination in which an )
*40 1o 64 animal test is not employed 25
(iii) Bacteriological test of '
disinfectants and antiseptics 45
24 (iv) Tests for sterility ... 12
II.—Fees for examination of drugs according to a
pharmacopoeidl tests except where biological
assay is necessary.
16
Qualitative testonly ... ... 20
Cmplete qualilative and quantitatives tests ... 30
IIT.— Fees for the determination of
the saponification value, the
acid value, the 1odine value, the
refractive index or the density
5 ofanoilorafat .. 10
50 For each additional determination ... ... 5
SCHEDULE C

[See rules 23, 61 and 76 and Part X|
Biological and special products

1. Sera.

3

for injection.

Vaccines.

Toxins.

Antigens.

Antitoxins.

Neo-arsphenamine and analogous
substances used for the specific
treatment of infective diseases.

B he R )

, Fish liver oil.

~N Oy n BT b e

Solation of serum proteins intended

8. Insulin.

9.  Pituitary (Posterior Lobe) Extract.

10.  Adrenaline and Solutions of Salts of

Adrenaline.

11. Penicilline.

12.  Any other preparations in a form to be
admunistered parenterally.

13, Sterilised surgical ligature and sterilised
surgical suture. .

*14. B: :teriophages.

SCHEDULE C (1)
[See rules 23, 61 and 76]
Other special products

Tt

. Preparations of the Digitalis group of drugs no{ in a form to be administered parenterally.
. Ergot and its preparations not in a form to be administered parenterally.
. Adrenaline preparations not in a form to be administered parenterally.

. Preparations containing any vitamins not in a form to be administered parenterally.
. Preparations containing liver extract not in a form to be administered parenterally.
. Preparations containing hormones not in a form to be administered parenterally.

* As amended vide Mimistry of Health and Works (Health Division) Notification No. F. 27-22/49-MS&G, dated the 29th

June, 195].
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Class of drugs

1. Substarces not intended for medical
use.

2. Biological and other special products
referred to in Schedule € intended to
be used ' solely for velerinary

purposes.

3. Patent or proprietary medicine
intended to be wused solely for
velerinary purposes.

Acetanilide: Alkyl acetanilides,
Aconite, roots of.

58
SCHEDULE D
[See rule 43]
Extent and conditions of exemption

All provisions of Chapter 1T of the Act and rules thereunder
subject to the condition that if the substance is imported in
bulk, the importer shall certify that the substance is
imported for non-medicinal uses, and if imported otherwise
than in bulk, each container shall bear a lable indicating
that the substance is not intended for medicinal use or is
intended for some purposes other than medicinul vse or is
of commercial quality.

provisions of Chapler 11 of the Act and rules thereunder
subject to the condition that each container shall bear a
label indicating that the substance is for veterinary use only.

Al

All provisions of Chapter III of the Act and rules thereunder
subject to the condition that the descripuon on the label or
eontainer shall indicate that the medicine is intended for
administration to animals.

SCHEDULE E

[See rules 65 and 97

List of poisons

Alkaloids, the following; their salts, simple or complex:—

Acetyldihydrocodeinone; its esters.

Aconite, alkaloids of, except substances containing less than 0.02 per cent. of the alkaloids of

aconite.

Apomorphine, except substances containing less than 0.2 per cent. of apomorphine.
Atropine, except substances containing less than 0,15 per cent. of atropine.

Belladonna. alkaloids of, except substances containing less than 0.15 per cent. of the alkaloids
of belladonna calculated as hyoscyamine.

Benzylmorphine.

Brucine, except substances containing less than 0.2 per cent. of brucine,

Calabar bean, alkaloids of.

Coca, alkaloids of, except substances containing less than 0.1 per cent. of the alkaloids of coca.
Cocaine, excep! substances containing less than 0.1 per cent. of cocaine.

Codeine, except substances éomaining less than one per cent. of codeine.

Colchicine, except substances containing less than 0.5 per cent. of colchicine.

Coniine. excepl substances containing less than 0.1 per cent. of coniine.

Cotarnine, except substances containing less than 0.2 per cent. of cotamine.
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Curarine.

Diamorphine (Diacetylmorphine hydrochloride).

Dihydrocodeinone; its esters.

Dihydroxycodeinone; its esters.

Dihydromorphine; ils esters.

Dihydromorphinone ; its esters,

Ecgonine; except substances containing less than 0.1 per cent. of ecgonine, its esters.

Emetine, éxcept substances containing less than one per cent. of emetine.

Ephedra, alkaloids of. except substances containing less than one per cent. of the alkaloids of
ephedra.

Ergol, alkaloids of. _

Ethylmorphine, excep! substances containing less than 0.2 per cent. of the ethylmorphine.

Gelsemium, alkaloids of, excepl substances containing less than 0.1 per cent. of the alkaloids
of gelsemium,

Homatropine, except substances containing less than 0.15 per cent. of homatrophine.

Hyoscine, except substances containing less than 0.15 per cent. of hyoscine.

Hyoscyamine, excepl substances containing less than 0.15 per cent. of hyoscyamine.

Jaborandi, alkaloids of, except substances containing less than 0.5 per cent. of the alkaloids of
jaborandi.

Lobelia. alkaloids of. except substances containing less than one per cent. of the alkaloids of
lobelia.

Morphine, except substances containing less than 0.2 per cent. of morphine calculated as
anhydrous morphine.

Nicotine.
Papaverine, except substances containing less than one per cent. of papaverine.

Pomegranate, alkaloids of, except substances containing less than 0.5 per cenl. of the alkaloids
ol pomegranate.

Quebracho, alkaloids Of.

Sabadilla alkaloids of, except substances containing less than one per cent. of the alkaloids of
sabadilla.

Solanaccous alkaloids, not otherwise included in this List. except substances containing less
than .15 per cent. of solanaceous alkaloids calculated as hyoscyamine.

Stavesacre, alkaloids of, excepl ointments. lotions for external use and substances containing
less than 0.2 per cent. of the alkaloids.

Strychnine, excepl substances containing less than 0.2 per cent. ol strycnine.
Thebaine, except substances containing joss thai one per cent. of thebaine.

Veratrum. alkaloids of. except substances containing less than one per cent, of the alkaloids of
Veratrum,

Yohimbit, alkaloids of.
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Allylisopropylacetylurea. A
Amidopyrine; its salts.
Amino-alcohols, esterified with benzoic acid. phenylacetic acid, phenopropionic acid

cinnamic acid or the derivatives of these acids, except the substances containing less than ten per
cent. of esterificd amino-alcohols,

Ammonia, except substances containing less than 5 per cent. weight in weight, of ammonia.

Amphetamine (beta-aminopropylbenzene), its salts, its N-alkyl derivatives their salts, beta-
amino-iso-propylbenzene, its salts, its N-alkyl derivatives, their salts, except when present in
inhalers provided that the poison is absorbed in inert solid material within the inhaler.

Amy] nitrite.

Antimony, chlorides of; oxides of antimony; sulphides of antimony antimonates; antimonites;
organic compounds of antimony. Preparations 01:_ antimony, except substances containing less than
the equivalent of one per cent. of antimony trioxide.

Arsenic, halides of;, oxides of arsenic; sulphides of arsenic; arsenates; arsenites; aceto-arsenite;
thioarsenates; organic compounds of arsenic. Preparations of arsenic, except substances
containing less than the equivalent of 0.01 per cent. of arsenic trioxide,

Barbituric acid, its salt; derivatives of barbiluric acid; their salts; compounds of barbituric acid,
its salts, its derivatives, their salts, with any other substance.

Barium, salts of, other than barium sulphate.

Butylchloral hydrate.

Cannabis (the dried flowering or fruiting tops and leaves of Cannabis sativa Linn), the resin of
cannabis, extracts of cannabis ; tinctures of cannabis ; cannabin tannate.

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

Cantharidin, except substances containing less than 0.01 per cent. of cantharidin.

Chloral formamide.

Chloral hydrate.

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

Creosote from wood.

Croton, oil and seeds of.

Datwra, seeds and leaves of ; preparations of datura, except substances containing less than
0.15 per cent. of the alkaloids of datura calculated as hyoscine.

Draminodiphenylsulphone, its salts and derivatives.

Digitalis, glycosides of, except substances containing less than one unit of activity (as defined
in the British Pharmacopeia) in two gramnmes of the substance.

Dinitrocressole ; dinitronaphthols ; dinitrophenols ; dinitrothymols,

Elaterin.

Ergot (the sclerotia of any species of Claviceps) ; extracts of Ergot : tinctures of Ergot.
Erythrityl tetranitrate.
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Formaldehyde, except substances containing less than 5 per cent, Formaldehyde.

Gilyceryl trinitrate (niroglycerine).

CGuanidines, the tollowing : polymethylene diguanidines, dipara amisylphenetyl quanidine.

Hydrochlor acid, except substances comaining less than 9 per cent. weight in we:ghl ol
hydrochloric acid.

Hdrocyanic acid, excepl substances containing less than 0.1 per cent. of hydrocyanic acid
(HCN) : eyanides except substanees contaming less than the equivalent of 0.1 per cent. weight in
weight, of hydrocyanic acid (HCN) @ double cyanides ol mercury and zing.

Hydrofluoric acid @ potassium Quonde : sodium Huoride: sodium silico-fluonide.

[nsulin,

Lead acetates : compounds of lead with acids [rom fixed oils.

Mannityl Hexanitraw.

Mercuric chloride or mercuric ammoniumn chlorides @ except substances containing less than
one per cent, of mercuric chloride @ mercuric iodide, except substances containing less than two
per cent. of mercuric iodide § nitrates of mercury, exeepl substances containing less than the
cquivalent of three per cent. weight in weight. of mercury (Hg.) ; potassio-mercurie iodides,
excepl substances containing less than the equivalent of one per cent. of mercuric wdide ; organic
compounds of mercury, except substances containing less than the equivalent of 0.2 per cent.
weight in weight, of mercury (Hg.) ; mercuric oxyeyanides ; oxides of mercury.

Nitrie acid, except substances contaning less than 9 per cent. weight, in weight, of nitric acid.

Nitrobenzene.

Nitrophenols, ortho, meta or para,

Nux Vomica, seeds of : preparations of nux vomica, except substances containing less than 0.2
per ¢ent. of the alkaloids of nux vomica,

Oil of Savin.

Opium, except substances containing less than 0.2 per cent. of morphine calculated as
anhydrous morphine.

Orthocaine ; its sals,

Quabain,

Oxalic acid ; metallic oxalates other than potassium guadroxalate.

Oxycinchoninic acid, derivatives of © their salts : their esters.

Para-amino-benzene-sulphonamide : its salts, derivales of para-amino-benzene-sulphonamide

having oy of the hydrogen atoms of the para-amino group or of the sulphamido group substituted
by another radical ; their salts.

Zara-amino-benzoic acid ;@ esters of : their salts.

Percain.

Pethidine Hydrochloride,

Phenetidylphenacetin,

Phenols, that 18, auy member ol the series of phenols of which the first member is phenol and

ol which the molecular composition varies from member 1o member by one atom of carbon and
two atoms hydrogen.
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Phenylcinchoninic acid, salicyl-clinchoninic acid; their salts: the esters.

Phenylene diamines ; toluene diamines, other alkylated benze diamines, their salts.

Phepylethylhydantoin ; its acyl derivatives ; their salts.

Phosphorus yellow,

Picric acid, except substances containing less than S per cent. Picric acid,

Picrotoxin.

Pitvitary gland. the active principles of.

Potassium hydroxide, except substances containing fess than 12 per cent. weight in weight, of
potassium hydroxide.

Procaine, salts of.

Sodium hydroxide, except substances containing less than 12 per cent. weight in weight of
sodium hydroxide.

Sulphonal ; alkyl sulphonals.

Sulphuric acid, except substances containing less than 9 per cent. weight in weight of sulphuric
acid.

Strophanthus, glycosides of strophanthus.

Suprarenal gland, the active principles of : their salts,

Thallium, salts of.

Thyroid gland, the active principles, of ; their salts.

Tribromethyl alcohol.

Zine Chloride.

SCHEDULE F
[See rule 78 and part X|
PART IL.—VACCINES

(A) PROVISIONS APPLICABLE TO THE PRODUCTION OF
BACTERIAL VACCINES

1. Definition.—(1) This Part ol this Schedule applies to bacterial vaccines made from any
micro-organism pathogenic to man or other animal and 1o vaccines made from other micro-
organisms which has any antigenic value,

(2) For the purposes of this Part of this Schedule a bacterial vaccine means a sterile suspension
of a killed culwre of the micro-organism from which the vaccine derives its name or a sterile
extract or derivative of micro-orgamism which has been prepared from a genuine culture of micro-
organism,

2. Staff of Establishment —The eslablishment where vaccines are prepared must be under the
complete direction and control of a competent petent expert in bacteriology, who must be assisted
by a staff adequate for carrying out the tests required during the preparation of the vaccines and in
connection with the finished products,

3. Proper Name —The proper name of any vaccine shall be the name of the micro-organism
from which 1t 1s made. [ollowed by the word "vaccine” unless this Schedule otherwise provides
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or, if there is no special provision in this schedule, some other name is approved by the licensing
authority : provided that in the case of the under-mentioned preparations the proper name of the
vaccine may be as follows :—

Anti-cholera vaccine ;

Anti-typhoid vaccine ;

Anti-plague vaceine ;

Anti-dysentery vaceine

Whooping cough vaccine.

Antityphoid-paratyphoid (T.A.B) Vaccine ;

Antityphoid-paratyphoid (T.B. & C.) Vaccine ;

Antityphoid-paratyphoid (A, & B.) and Cholera Vaccine.

4. Records—Cultures used in the preparation of vaccines must, before being manipulated into
a vaccine. be thoroghly tested for indentity by the gencrally accepted tests applicable to the
particular micro-organism. The permanent records which the licensee is required to keep shall
include a record of the origin, propertics and characteristics of the cultures,

5, Combned Vaccines—Vaccines may be issued cither singly or combined in any proportion
in the same container, In the case of combinations of vaccines a name for the combined vaccine
may be submitted by the licensee to the licensing authority, and. il approved, may be used as the
proper name of the vaceine.

6. Labelling.— (1) The label on the container shall indicate the composition of the vaccine by
reference either :—

(a) to the number of micro-organisms per c. ¢. ; or

(b) 10 the weight of dried substance of micro-organisims per . ¢. : or

(¢} 1o the number of micro-organisms or weight of dried substance ol micro-organisms used
i preparing 1 c. ¢. of the finished product.

In the case ol & combined vaccine the reference 10 the number of micro-organisms per ¢, ¢. or
to the weight of dried substance of micro-organism shall distinguish between the several kinds of
contributing micro-organisms,

(2) If the vaccine as issued lor sale is combined with any substance other than a simple diloent,
the exact nature and strength ol such substance must be stated on the label.

7. Tests—In the case of any vaceine prepared from a micro-organism which does not grow
readily in ordinary culture media each batch of the vaccine shall, in addition to being submitted to
the general tests for sterility preseribed in the Rules under the Act, be tested either in a similar
manner on media which are specially favourable to the growth of the particular micro-organism
rom which the vaccine was prepared or by injection into an animal of a species known 10 be
susceptible to infection by the particular organism, and no material from any bateh shall be issued
unless the batch has passed one of these tests.

(B) PROVISIONS APPLICABLE TO THE PRODUCTION OF VACCINE LYMPH
(VACCINIA VACCINE)

L. Definition and Proper Name.—VYaccine Lymph is a preparation of the vaccinal material
obtained from the vesicles produced on the skin of healthy animals by inoculation of vaccinia
virus. Its proper name is “Vaccine Lymph*
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*2. Staff of Establishmeni—The establishment in which vaccine lumph is prepared must be
under the complete direction and control of a competent petent expert, who must be assisted by a
staff adequate for carrying of the operations and tests required during the preparation of the
vaccine lymph and in connection with the finished product.

3. Condition and Housing of Animals.—(1) The animals used in the production of vaccine
lymph must be housed in hygienic conditions and premises satisfactory for this purpose.

(2) Only healthy animals may be used in the production of vaccine lymph. Each animal
intended to be used as a source of vaccine lymph must, betore being passed for the production of
vaccine lymph, be subjected 1o 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 be
thoroughly cleaned and groomed.

4. Precautions to be observed in Preparation.—(1) A special room with impervious walls and
floor, which can be washed and, when necessary, chemically disinfected, must be provided for the
inoculation of the animals and the collection of the vaccinal material.

(2) The inoculation shall be made on 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 the skin shall be clean in a similar fashion.

(3) (a) Immediately betore the vaccinal material is collected, the animal shall be killed.
Subsequently a thorough post-mortem examination of the carcase shall be made by a gualified
expert. A complete record of each such examination shall be kept, and shall be open for
inspection by or on behalf of the licensing authority at any time. If the examination reveals any
condition which indicates or suggesis that the animal was suffering from any communicable
disease (other than vaccinia) the lymph obtained from that animal shall not be issued ; or

(b) When post-moriem examination is not carried out each animal shall be kept under
observation for a period of at least forty eight hour after collection of lymph. If during this period
the examination revealed any conditions which indicate or suggest that the animat is suffering
from any infection other than vaccinia the lymph obtained from that animal shall not be issued.

(4) All instruments and appliances used in the production of vaccine lymph shall be previously
subjected to an effective process of sterilization,

- (5) Laboratories in which vaccinal material, afier removal from the animal, is being
manufactured into lymph must be housed in a building separated from stables or animal houses by
a reasonable distance. Scientific laboratories must have impervious walls and floors and must be
capacily of being readily disinfected when necessary.

(6) All progesses concemed with the manufacture of vaceine lymph must be carried out with
thorough aseptic precautions,

(7) All vaccinal material must be subjected after collection to serum treatment with glycerol or
other partial disinfectants as will bring for content of bacteria and other extraneous micro-
organisms of the lymph within the limit prescribed in paragraph 7 of this part of this Schedule,

(8) When the procedures necessary to bring the content of bacteria and other extraneous micro-
organisms within the prescribed limit has been completed the vaccine lymph shall be kept
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continuously in cold storage, at a lemperature below 0°C., until it is withdrawn to be filled into
containers for issue after which process the filled containers shall immediately be returned to cold
storage and kept continuously at a temperature below 0°C., until required for issue : Provided that
it shall be permissible to remove vaccine lymph from one such cold store to another, if adequate
precautions are taken during such removal to goard against deterioration,

5. Containers.—Vaccine lymph for issue shall be introduced either—

(a) into previously sterilised capillary glass tubes by a method excluding access of bacteria.
The tubes shall then be bermetically sealed at each end. Each tube shall contain a quantity of
vaccine lymph suvitable for the effective vaccination of one human subject, or

(b) into tubes or containers of large dimensions which have been sterilised before the
introduction of the lymph and sealed so as to preclude the access of bacteria.

6. Labelling.—(1) The label on the container or a label or wrapper affixed to the package to
which the container is issued for sale shall bear a statement that the potency of the vaccine lymph
cannot be assured for more than seven days from the date of completion of manufacture, unless
the lymph is kept continuously at a temperature below 10°C. when the potency can be assured for
fourteen days : Provided that it shall be permissible to state that if the lymph is kept continuously
below 0°C. the potency can be assured for at least six months.

(2) For the purpose of Rule 109 (3) (b) the date on which the manufacture 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 0°C, since the date of filling into
containers for issue.

(7) Tests for Purity.—(1) The vaccinal material shall be exposed to the action of glycerol or
other partial disinfectant under suitable conditions of temperature until tests made by means of
plate cultures have shown that the total number of living bacteria or other extraneous
microorganisms has been reduced to not more than 20 in 1 milligram, or 20,000 in 1 c. ¢. of the
vaccine lymph. The results of these tests shall be recorded and the records kept for inspection.
The determination of the content of the living micro-organisms in the vaccine lymph shall be
made in a manner approved by the licensing authority and the ¢numeration of colonies shall be
made after incubation for two days at approximately 37°C., and then for at least three days at
approximately 20°C. |

* (2) If B. anthracis is found to be present the batch of lymph shall be rejected forthwith, and if
B. coli or any other pathogen is found which may prove harm{ul if introduced into the body by the
process of vaccination the lymph must be kept in cold storage till an examination of at least 10
milligrams of 0.01 c.c. of the lymph fails to reveal its presence.

(3) When the prescribed reduction in the number of living mlcrom'gmmsms has been effected,
the batch of vaccine lymph may be issued if—

(a) tests carried out in a manner approved by the licensing authority on a sample of not less
than 0.1 per cent. of the batch have failed to reveal the presence of CL. fetani ; 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 ¢. ¢. have failed to reveal the presence of beta haemolytic streptococci.
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8. Tests fo’r porency.—(1) Each batch of vaccine lymph, after the process of purification has
been completed, shall be tested for polency so as (0 ensure its activity at the time of issue. These
tests shall be applied not more than three months before the batch of lymph is finally issued.

(2) For the purpose of a test for poiency a dilution shall be prepared by mixing [ volume of the
lymph with 1,000 volumes of physiological saline solution or other suitable diluent. The dilution
shall be used for the test without filtration.

(3) This dilution of the vaccine lymph shall be tested by application (o the suitably prepared
skin of a rabbit and the batch of vaceine lymph from which the dilution was prepared shall not be
issued unless the lesions characieristic of vaccinia are produced in a susceptible animal. For the
purpose of comparison a similar dilution of a lymph of known potency shall be applied
simultaneously to the skin of the same animal - Provided that the licensing authority may approve
any other form of comparative test for potency which may be submitted to the licensing authority
for approval.

(C) PROVISIONS APPLICABLE TO THE PRODUCTION OF VACCINES
CONTAINING LIVING ORGANISMS, VIRUSES, OR OTHER POTENTIALLY
INFECTIVE AGENTS, OTHER THAN VACCINE LYMPH (VACCINIA).

I. Every substance other than Vaccine Lymph (Vaccinis) containing, or alleged to contain,
bacteria, of virus or other potentially infective agent in the living condition shall be tested in such
manner as the licensing authority shall approve in cach particular case for the purpose of
determining—

(a) that the substance contains in living condition the bacteria, virus, or other potentially
mnlective agent, which it is alleged to contain ;

(b) that its administration is [ree [rom danger ;

(¢) that 1t 1s free from living organisins other than those which it 15 alleged (o contain,

2. The proper name of such a substance shall be that which the licensing authority, in each
particular case, shall approve in writing.

(D) PROVISIONS APPLICABLE TO THE PRODUCTION OF CARBOLISED ANTI-
RABIC VACCINE

L. Definition and proper name.—Carbolised anti-rabic vaccine is a sterile suspension of the
brain substance of rabbits or sheep or other suitable animals which have died, or been killed when
moribund by the administration of an ansthetic, or other suitable method, after showing
characteristic symptoms [ollowing subdural inoculation of rabies fixed virus in the form of a
suspension of brain substance of rabbits in which the fixed virus strain has been maintained. The
virus in the brain suspension shall have been inactivated by the addition of phenol. Its proper
name is "Carbolised anti-rabic vaccine”.

2. Strain of fixed Rabies Virus to be used.—The strain of fixed Rabies Virus to be used in the
preparation shall be one approved by the Licensing Authority.

3. Staff of Establishment—The establishment in which carbolised antirabic vaccine is
prepared must be under the complete direction and control of a competent expert who must be
assisted by a stall adequate for carrying out the tests required during the preparation of the
vaccine and in connection with the finished product,



4. Condition and Housing of Animals.—(1) The animals used in the 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-rabic vaccine, Each
animal intended to be used as the source of carbolised anti-rabic vaccine must, before being
passed for the production of carbolised anti-rabic vaccine, be subjected 10 a period of observation
in quarantine for at least five days. During the period of quarantine the animal must remain free
from any sign of disease.

5. Precautions to be observed in preparation—(1) A special room, with impervious walls and
floor. which can be washed and, when necessary, chemically disinfected must be provided for the
inoculation of animals and the removal of brains used in the maintenance of the Fixed Virus
Strain and the manufacture of carbolised anti-rabic vaccine,

(2) The inoculation of animals and the removal of their brains must he carried out with full
aseptic precautions. )

(3) Tests for bacterial sterility of brains of animals used for the maintenance of the Fixed Virus
Strain for the preparation of carbolised anti-rabic vaccine must be carried out at the time of their
removal and any brain material found to show bacterial contamination must not be employed in
the manufacture of the vaccine. The sterility tests (o be employed shall be those laid down in
Rules 114 10 119,

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

7. Labelling.—The label on the container shall indicate the percentage of brain substance
present in the vaccine.

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

(E) PROVISIONS APPLICABLE TO TETANUS TOXOID

1. Defininon and proper name —Tetanus Toxoid is elanus toxin (the sterile filtrate from a
culture on nutrient broth of Clostridium Tetani) the specific toxicity of which has been completely
removed by the action of chemical substances in such a manner that it retains efficient properties
as an immunising antigen. Its proper name is "Tetanus Toxoid",

2. Labeliing.—The label on the container shall indicate the dose, or doses appropriate for
administration at one injection to a human subject.

3. Tests —Tetanus Toxoid shall be submitted to the following tests, and it shall not be issued
unless 1t passes all of the tests :

(a) Tests for sterihty.—Tetanus Toxoid shall be submitted to the tests for sierility as required
under Part X of the Rules, and in addition it shall be tested on medla and under conditions
approved by the licensing authority as being specially favourable for the growth ol Clostridium
Tetani,

(b) Tests to determine that the specific toxicity of the toxin used in its preparation has been
completely removed,—S5 c. ¢. of the tetanus toxoid shall be injected into each of not less than five
normal guinea-pigs. each weighing from 250 to 350 grammes. If this injection produces any
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symptom of tetanus in any of the animals injected within 21 days of injection the (ctanus toxoid
shall be held not to have passed the test.

(¢) Tests for potency as an immunising anrigen.—The tests shall be carried out on not less than
nine normal guinea-pigs, each weighing from 250 to 350 grammes. Each guinea-pig shall receive
by injection the tetanus toxoid, either in a dose of 5 ¢. ¢. on one occasion, or in two doses cach of
0.1 ¢. ¢. on each of two occasions separated by an interval of not more than four weeks. It shall be
permissible to include in the test guinea-pigs injected by vither of these two methods provided
that the total number so included is not less than nine. At a late not later than six weeks after the
single injection hereinbefore prescribed, or if they have received the two injections, hereinbefore
prescribed, at a date not later than two weeks after the second injection, the tetanus antitoxin
present in the serum of cach guinea-pig shall be determined.

1 the serum ol each of two thirds or more of the guinea-pigs tested contains 0.1 international
unit or more ol lelanus antitoxin per ¢. ¢. of serum, or alternatively, if the serum of each of one-
third or more of the guinea-pigs tested contains 1 international unit or more of tetanus antitoxin
per ¢. ¢. of serum, the tetanus toxoid shall be accepted as sufficiently potent.

Provisions applicable to Tentanus Toxoid prepared for issue in forms other than simple
solution

4. Proper name.—The proper name of any form ol tetanus toxoid other than that of simple
solution shall be "Tetanus Toxoid” together with a phrase udicating (he nature of the additional
process o which it has been subjected, e.g., “Tetanus Toxoid, Alum Precipitated,” or "Alum
precipitated Tetanus Toxoid", = :

5. Labelling.—The label on the ocntainer shall indicate the dose, or doses, appropriate for
administration at one injection 10 a human subject.

6. Tests.—(a) When tetanus toxoid is prepared for administration in forms other than simple
solution, such as Alum precipitated Tetanus Toxoid, the tetanus toxoid from which such forms are
prepared shall be submitted to, and shall pass, the tests for sterility and for absence of specific
toxicity hereinbefore prescribed.

(b) The product, after precipitation or other process vsed for its final preparation, shall again.
be subjected to the sterility tests hereinbefore prescribed, with such modifications as the nature of
the product may require to make the test effective.

(¢) The product, after precipitation or other process used for its final preparation, shall be
subjected to the tests for absence of specific toxicity and for potency as an immunising antigen
hereinbelore prescribed, with the modification that the dose injected in the test for absence of
specilic toxicity and in the test for potency as an immunising antigen when a single dose is
Aadministered, shall be 1 ¢. c.

PART IL—TOXINS AND ANTIGENS

(A) PROVISIONS APPLICABLE TO THE REAGENTS USED IN THE SCHICK TEST
FOR THE DIAGNOSIS OF SUSCEPTIBILITY TO DIPHTHERIA

1. Defininons and proper names—(1) The reagents used in the Schik test are two, Schick
Toxin and Schick Control. Their proper names respectively are "Schick Test Toxin" and "Schick
Control"”,
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(2) Schick Test Toxin is a sterile filtrate from a culture on nutrient borth of the specific
organism of Diptheria (Cornebacterium diptheriae). It may be issued either—

(a) undiluted, accompanied by a container in the same box or carton holding such a volume of
sterile saline solution as, when mixed with the accompanying quantity of the undiluted toxin, will
make a dilution of the strength proper for use in the test. The proper name of the subsiance in this
form is "Schick Test Toxin (undiluted)" ; or

(b) already diluted with an appropriate saline solution to the strength proper for use in the test.
The proper name of the substance in this form is "Schick Test Toxin (diluted for use)."

(3) Schick 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'il at a temperature not lower than 70°C. for a time not shorter than five
minutes, Schick Control is issued in a dilution not weaker than that in which the corresponding
toxin is used in the test.

(4) The dilution of Schick Toxin proper for the test is that in which 0.2 ¢. ¢, contains one test
dose.

2, Tests for potency.—The test dose of Schick Toxin for the purpose of the foregoing provision
shall be measured by the following tests :—

(a) by intracutaneous injection into normal guinea-pigs in mixtures with different. proportions
of diphtheria antitoxin, One test dose mixed with 1/750th or more of a unit of antitoxin must
cause no local reaction, but mixed with 1/1250th or less of a unit of antitoxin must cause a
definite local reaction of the type known as the "positive Schick reaction”;

(b) by intracutaneous injection into normal guinea-pigs, without admixture with anti-toxin.
1/50th of one test dose must not cavse, and 1/25th of one test dose must canse, a definite local
reaction of the type known as the "positive Schick reaction”.

3. Application of Rule 120.—Rule 120 shal 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 filled containers prescribed by the Rules would render its issue in active form impossible.

(B) PROVISIONS APPLICABLE TO DIPHTHERIA PROPHYLACTIC

1. Definition and proper name.—Diphtheria Prophylactic is diphtheria toxin (the sterile filtrate
from a culture on nutrient broth of Corynebacterium diphtheriae), or material derived therefrom
the specific toxicity of which has been reduced 0 a low value either by the action of chemical
substances, or by the addition of diphtheria antitoxin, or by both methods, but, in any case, in such
a manner that it retains efficient properties as an immunising antigen. Its proper name is
"Diphtheria Prophylactic",

2. Labelling.—The label on the container shall bear a statement of the dose (hereinafier
referred (0 as the "human dose”) appropriate for administration at one injection to a human
subject.

3. Tests—Diphtheria Prophylactic shall be submitted to the following tests:—

(a) Tests to determine that the specific toxicity of the toxin used in its preparation has been so
reduced that it does not exceed the prescribed maximum.—Five human doses of the Diphtheria

Prophylactic under test shall be injected.into each of five normal guinea-pigs each weighing 250
to 350 grammes, This injection must nol cause the death of any of the guinea-pigs within six days
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following the injection. If all the guinea-pigs injected survive for six days but any of them die
within thirty days following the injection from the specific toxaemia, one human dose of the
Diphtheria Prophylactic under test shall be injected into each of five normal guinea-pigs, each
weighing 250 t¢ 350 grammes. This injection must not cause the death of any of the guinea-pigs
within 30 days following the injection.

If a batch of Diphtheria Prophylactic is shown by either of these tests to have a greater toxicity
than the maximum hereby indicated, it shall not be issued unless and until the toxicity has 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 human doses shall be injected on one occasion into each of at least ten normal
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 guinea-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 hereinbefore prescribed, al a date not later than three weeks after the second injection,
by intracutaneous injection into each guinea-pig of one test dose of Schick Toxin. If more tan two
out of ien guinea-pigs thus tested or more than one guarter of the number tested if this is greater
than ten exhibit a positive Schick reaction, the batch of Diphtheria Prophylactic shall be treated as
insufficiently potent, and shall not be issued;

Provided that in the case of the forms of Diphtheria Prophylactic known as Toxin-Antitoxin
Floccules and Toxoid-Antitoxin Floccules the Prophylactic may be similarly injected into nine or
more normal guinea-pigs which may be tested for immunity to Diphtheria Toxin by two separate
but simultaneous intracutaneous injections into each of at least nine of these guinea-pigs of one
test dose and two test doses, respectively, of Schick 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 Toxin, the batch shall be accepted as sufficiently potent.

(C) PROVISIONS APPLICABLE TO TUBERCULINS AND OTHER PREPARATIONS
FROM THE BACILLUS TUBERCULOSIS AND ITS CULTURES

(Note.—The name "tuberculin” has been frequently applied to any extract, suspension or other
preparation of the Bacillus tuberculosis or of media on which that bacillus has been cultivated. In
the following Part of this. Schedule the name is used in a more restricted sense and applies only to
tuberculing as therein defined.)

Tuberculins

1. Definition and proper na;.vne.—(l) Tuberculins are preparations of fluid media on which the
Bacillus tuberculosis has been grown in artificial culture and which have been freed freed by
filration from the bacilli,  *

(2) For the purposes of .this Schedule tuberculins are classified in two groups (a) Old
Tuberculin, and (b) Tuberculin Bouillon Filtrate.
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2. Old Tuberculin—{(1) Ol Tubcrculin i1s the concentrated filtrate from the growth of
Bacillus tuberculosis on a suitable nutrient broth. For its preparation the bacillus must be grown at
approximately 37 C., for a period, usually not less than 6 weeks, sufficient to allow the surface of
the fluid medium to become cevered by a thick growth of the bacillus. At the end of this period
the fluid medium, from which the bacilli may or not have been previously separated by filtration,
must be concentrated by cvaporation to one-tenth of its original volume, and then be filtered. If
the required test for polency shows that the preparaton so concentrated is more potent than the
standard preparation, the potency may be reduced to the required degree by appropriate dilution,
[I' the test shows that the potency is less than that of the standard preparation, it shall not be
increased by further evaporation. The proper name of the preparation is "Old Tuberculin," with or
without a suffix such at T, or P'T. The suffix T., if used, will indicate that the bacillus used in
preparing the Tuberculin was obtained from a case of human infection, and the suffix P'T. that the
bacillus used was obtained from a case of bovine infection,

(2) The standard preparation of Old Tuberculing 15 a quantity ot Old Tuberculin kept in the
National Institute for Medical Research, Hampstead.

(3) Each batch of Old Tuberculin shall be tested for potency by observation of its specific
toxicity, by a method approved by the licensing authority, in such a way that the potency of the
preparation under fest is measured by comparison with that of the standard preparation. Old
Tuberculin shall not be issued if its activity differs form that of the standard preparation to such an
ext2nt that the difference is revealed by the test.

(4) Fach batch of Old Tuberculin shall be tested for the absence of non-specific toxicity by the
subcutaneous injection of (1.5 ¢.c. into a normal guinca-pig, and shall be treated as having passed
the test if such injection does not cause death or serious symptoms.

3. Tuberculin Bouillon Filtrate.—1) Tuberculin Bouillon Filtrate is the unconcentrated Filtrate
from the growth of Bacillus tuberculosis on a suitable nutrient broth. For its preparation the
bacillus must be grown at approximately 37°C., for a period vsually not less than 6 weeks,
sulficient to allow the surface of the fluid medium to become covered by a thick growth of the
bacillus. At the end of this period the medium is [reed form bacilli by filtration through a bacteria-
prool filter. The proper name of the preparation is "Tuberculin Bouillon Filtrate," with or without
a suffix such as TOA. or PT.O. The suffix T.A.Q., il used, will indicate that the bacillus used in
preparing the Tuberculin Buillon Filtrate was obtained from a case ol human infection ; and the
sullix T 0. will indicate that the bacillus used was obtained from a case of bovine infection.

(2) Each batch of Tuberculin Bouillon Filtrate shall be tested for the absence of non-specific
toxicity by the subcutancous injection of 5 ¢. ¢. into a normal guinea-pig, and shal' be treated as
having passed the test if such injection does not cause death or serious symptoms.

4. Test for sterility.—All tuberculing shall be tested for stenlity in accordance with Rules 115
to 119, Tuberculin Bouillon Filuate shall be tested in addition for absence of living tubercle
bacilli by a method satistactory to the licensing authority.
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2. Old Tuberculin.—(1) Ol Tuberculin is the concentrated filtrate from the growth of
Bucillus tuberculosis on a suitable nutrient broth. For its preparation the bacillus must be grown at
approximaltely 37 C., for a period, usually not less than 6 weeks, sufficient to atlow the surface of
the fluid medinm to become cevered by a thick growth of the bacillus. Al the end of this period
the fluid medivm, from which the bacilli may or not have been previously separated by filtration,
must be concentrated by cvaporation (o one-tenth of its original volume, and then be filtered. If
the required test for potency shows that the preparation so concentrated is more potent than the
standard preparation, the potency may be reduced o the required degree by appropriate dilution,
[f the test shows that the potency is less than that ol the standard preparation, it shall not be
increased by further evaporation, The proper name of the preparation is "Old Tuberculin,” with or
without a suffix such at T., or P'T. The suffix T., i used, will indicate that the bacillus used in
preparing the Tuberculin was obtained from a case of human infection, and the suffix PT. that the
bacillus used was obtained from a case of bovine infection,

(2) The standard preparation of Old Tuberculin, is a quantity of Old Tuberculin kept in the
National Institute for Medical Research, Hampstead.

(3) Each batch of Old Tuberculin shall be tested for poency by observation of its specific
toxicity, by a method approved by the licensing authority, in such a way that the potency of the
preparation under test is measured by comparison with that of the standard preparation. Old
Tuberculin shall not be issued if its activity differs form that of the standard preparation to such an
extznt that the difference is revealed by the test.

(4) Each batch of Old Tuberculin shall be tested for the absence of non-specific toxicity by the
subcutaneous injection of (0.5 c.c. into a normal guinca-pig. and shall be treated as having passed
the test if such injection does not cause death or serious symptoms.

3. Tuberculin Bouillon Filtrate.—(1) Tuberculin Bouillon Filtrate is the unconcentrated Filtrate
from the growth of Bacillus tuberculosis on a suitable nutricnt broth. For its preparation the
bacillus must be grown at approximately 37°C., for a period usually not less than 6 weeks,
sufficient to allow the surface of the fluid medium to become covered by a thick growth of the
bacillus. At the end of this period the medium is [reed form bacilli by filtration through a bacteria-
proof filter. The proper name of the preparation is "Tuberculin Bouillon Filtrate,” with or without
asuffix such as TO.A. or PT.O. The suffix T.A.O., if used, will indicate that the bacillus used in
preparing the Tuberculin Buillon Filtrate was obtained from a case ol human infection ; and the
suffix T2 O, will indicate that the bacillus used was obtained from a case of bovine infection.

(2) Each bateh of Tuberculin Bouillon Filtrate shall be tested for the absence of non-specific
toxicity by the subcutancous injection of 5 ¢. ¢, into a normal guinea-pig, and shal' be treated as
having passed the test if such injection docs not cause death or seripus symploms,

4. Test for sterility—All tuberculins shall be tested for sterility in accordance with Rules 115
to 119, Tuberculin Bouillon Filtrate shall be tested in addition for absence of living tubercle
bacilli by a method satisfactory o the licensing authority.



Tubercle Vaccines

5. Definition and proper name —Tubercle vaccines are preparations made from the bacillary
substance obtained by growth of the Bacillus uberculosis on artificial media, and consisting of
suspensions of the killed organisms or of products (herefrom, in water or other suitable
suspending fluids. The proper name is "Tubercle Vaccine”, and any other descriptive title or
symbol indicating the origin of the bacilli or the nature of the process of preparation must be used
in addition to, and not in substitution for, the name "Tubercle Vaccine”,

6. Application of provisions as te bacterial vaccines.—The provisions of Part [ (A) of this
Schedule (which relates to the production of bacterial vaccines) shall apply to the production of
tubercle vaccines.

(D) PROVISIONS APPLICABLE TO STAPHYLOCOCCUS TOXOID

1. Definition and proper name.—Staphylococcus Toxoid is staphylococcus toxin (the sterile
filtrate from a culture on a soitable medium of a toxigenic strain of staphylococcus), the specific
loxicity of which has been reduced (o a low valoe by the action of chemical substances in such a
manner that it retains cfficient properties as an immunising antigen. Its proper name is
"Staphylococcus Toxoid",

Staphylococcus Toxoids may be issued cither—

(a) undiluted ; or

(b) already diluted with an appropriate saline solution (o the strength suitable forinjection.

2. Labelling.—The label on the container shall indicate the dose. or doses, appropriate for
administration at one injechion (o a human subject. P

3. Tests.—Staphylococcus Toxoid shall be submitied o the following tests, it shall not be
issued unless it passes all of the tests.

(a) Tests 1o determine that the specific toxicity of the toxin used in us preparation has been
sufficiently reduced.—(i) One volume of the undiluted staphylococcus toxoid shall be added to
four volumes of physiological saline solution ; equal volumes of this dilution of staphylococcus
toxoid and of a 2 per cenl. suspension of washed red blood corpuscles of the mbbit shall be mixed
: when the mixture is heated 10 37°C. for one hour there must be no significant haemolysis.

(i1) 0.2 c.c. of the undilated staphylococcus toxoid shall be injected intracutaneously into a
normal rabbit or guinea-pig ; this injection may cause a slight local reaction but must not produce
NECrosis.

(iii) Tow rabbits shall be injected intravenously with doses of staphylococcus toxoid calculated

at the rate of 2.5 c.c. per kilogram body weight : this injection must not cause the death of gither
rabbit within three days following the injection.

(b) Test of non-specific toxicity—Two normal mice shall be injected intraperitoneally with 0.5
¢.c. of the undiluted toxoid ; this injection must not cause the death of either animal within seven
days following the injection.

(¢) Tests for potency as an immunising antigen—\ ¢.¢. of the undiluted staphylococcus toxoid
shall be injected into each of not less than nine normal guinea-pigs on each of two occasions
separated by an interval of not more than four weeks ; at a date not later than two weeks afier the
second injection the staphylococcus antitoxin present in the serum of each guinea-pig shall be
determined.
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Ii' the serum of each of one-third or more o the guinea-pigs ested contains I unit or more of
staphylococcus antitoxin per ¢.c. of serum, the toxoid shall be accepted as sufficiently potent.

PART HL—PROVISIONS APPLICABLE TO THE PRODUCTION OF ALL SERA
FROM LIVING ANIMALS

L. Condition and housing of amimals,—(1) The animals used in the production of sera must be
adequately and healthily housed.

(2) Only healthy animals may be used in the preparation of sera, and in particular the presence
of glanders in horses or other equidae and of tuberculosis in cattle must be excluded by testing
with mallein and tuberculin respectively.

(3) Every new animal intended (0 be used as a source of serum must be subjected 1o a period
of observation in quarantine for at least 7 days, before being admitted to the stables in which the
serum-yielding animals are housed,

(4) Every animal used as a source of serum must either be actively immunized against tetanus
toxin or must be passively immunized against that toxin by injections of tetanus antitoxin in such
doses as 10 ensure the constant presence of that antitoxin in the blood during the whole period of
the use of the animal as a source of serum.

2. Staff of Establishment—The establishment must be under the complete direction and
control of a competent expert in bacteriology and serology, assisted by a staff adequate for
carrying out the tests rcqum.,d during the preparation of the sera and in connection with the
finished products,

3. Precautions 1o be observed in preparation.—(1) Laboratories where sera are exposed (o the
air in the course of the process of preparation must be separated by a sufficient distance from
stables and animal houses to avoid the risk of aerial contamination with bacteria from animal
excreta, and must be rendered fly-proofl (o prevent such contamination by insects. Such
laboratories must have impervious walls and floors and must be capable of being readily
disinfected when necessary.

(2) A special room with impervious walls and floor which can be washed and, when necessary,
chemically disinfected must be provided for the collection of blood from the living animal,

(3) An efficient system of manure removal must be used, which will prevent its accumulation
in the vicinity of any room where blood or serum is collected or handled.

(4) An adequate number of efficient sterilizers must be provided for the sterilization of all
glass-ware or other apparatus with which the serum may come into contact in the course of its
preparation.

(5) All processes to which the serum is subjected during and after its collection form the
animal, must be designed to preserve its sterility, but in the case of artificially concentrated sera, it
shall suffice that the process of concentration is conducied with scrupulous cleanliness and in
such a manner as (o avoid annecessary or dangerous contamination.

(6) The laboratories in which the testing of the sera for potency, sterility and freedom from
abnormal toxicity are carried out must be adequate for the purpose. An adequate supply of
animals for use in such tests and suitable housing for such animals must be provided.
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(7) Provision must be made for complying with any special conditions which may be laid
down in this Schedule relating to the production and issue of the particular serum, in respect of
which the licence is granted.

4. Unhealthy or infected animals.—1f an animal used in the production of sera is found (o be
suffering from an infection, except one produced by living organisms against which it is being
immunized, or shows signs of serious or persisient ill-health not reasonably attributable to the
process of immunization, the licensee shall immediately report the matter to the lincensing
authority and shall, it the authority orders an inspection and the inspector so directs, cause such
animal to be killed and a postmortem examination of il 10 be made, and take steps to prevent any
serum obtained from the animal being sold or offered for sale until permission is given by the
authority. If the result of the posi-mortem examination is such as to bring under suspicion the
health of any of the other animals used for the production of sera, the licensing authority may
prohibit the use of those animals for the production of sera or may take such other steps as may be
necessary to prevent the issue of sera which may be dangerous to human health.

Provided that in a case of emergency the person incharge of the establishment may order the
destruction of an animal used in the production of sera and suspected of infection, and shall in that
case give notice forthwith to the licensing authority and shall permil an inspector (o be present at
the post-moriem examination.

PART IV.—PROVISIONS APPLICABLE TO PARTICULAR SERA AND ANTITOXINS

(A) PROVISIONS APPLICABLE TO ANTI-BACTERIAL SERA AND ANTITOXIC SERA FOR WHICH NO
POTENCY TEST IS PRESCRIBED

(NoTeE.—The sera and antitoxins to which this Part of this Schedule applies are the sera of
solutions of the purified proteins of sera separated from the blood of animals which have been
artificially immunised against cultures of one or more organisms or against a soluble toxin or
toxins produced by the organism or organisms or against antigenic substances prepared from the
Organism or organisms.)

L. Proper Name.—The proper name of any anti-bacterial serum to which Division A of this
Part of this Schedule applies shall be the recognised scientific name of the organism or some
generally recognised abbreviation thereof, preceded by the prefix "anti”, and followed by the word
"serum”, as, for example, "anti-meningococcus serum”. The proper name of any antitoxic serum
may be formed from the word "antitoxin”, preceded by the name of the organism from which the
toxin was prepared, and followed, if desired, by a term indicating the source or the strain of that
organism, for example, "streptococcus antitoxin (Scarlatina)”.

2. Quality.—{1) Any such serum shall be issued for therapeutic use in the form of either—

(a) natural serum, i.e., the liquid product of decantation of the coagulated blood or plasma
without any addition, other than antiseptic, or subtraction ; or

(b) a solution of the purified serum proteins containing the specific antibodies,

(2) At the time of issue, the liquid shall be clear or show, at most, a slight opalescence or

precipitate. Preparations of the natural serum shall not contain more than 10 per cent of solid
matter. A solution of the serum protein shall not contain more than 20 per cent of solid matter.
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3. Labelling.—(1) The label on the container shall indicate the total number of c.c. in the
container.

(2) The label on the container or the label or wrapper on the package shall indicate the nature
of the particular product, that is to say, whether natural serum, or a solution of the purified serum
protemns,

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

5. Records.—The permanent records which the licensee is required to keep shall include the
following particulars—

(a) as to the cultures—

(i) the source from which the culture was obtained ;

(ii) the nature of the material from which the culture was isolated and the date of its isolation ;
and

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

(b} as to the procedure used in immunizing the animals—

(1) the method of preparing the culture or antigen used for immunization ;

(ii) the dosage and methods employed in administering the culture or antigen ;

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

(c) any tests which may have been applied to the serum to determine its content of specific
antibodices or its specific therapeutic potency. .

(2) If the licensee desires to treat the performance of any test recorded under sub-paragraph (1)
(¢) ol this paragraph as determining the date of completion of manufacture for the purposes of
Rule 109 he shall submit full particulars of the proposed test to the licensing authority and obtain
his approval.

(B) PROVISIONS APPLICABLE TO ANTI-DYSENTERY SERUM (SHIGA) AND OTHER ANTI-DYSENTERY
SERA
ANTI-DYSENTERY SERUM (SHIGA) -

1. Proper Name.—Anti-dysentery serum (Shiga) is the serum or the globulins containing the
specific immune substances, separated from the blood of animals which have been immunized
against the toxins, cultures or bacterial substances obtained by artificial culture of the Bacillus
dysenteriae (Shiga). The proper name of the substance is "Antidysentery Serum (Shiga)”.

2. Standard preparation.—The standard preparation is a quantity of dried serum, obtained
from horses immunized against the toxic constituents of the Bacillus dysenteriae (Shiga), and kept
in the National Institute for Medical Research, Hampsiead.

3. Quality.—(1) Anl.i-dyscnlwy serum (Shiga) shall be issued for therapeutic use in the form of
either—

(a) the serum separated from the blood or plasma of the immunized animals, or
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(b) the solution of the globulins containing the specific immune substances ; or

(¢) a dry powder prepared from (1) the natural serum or (ii) the globulins containing the
specific immune substances.,

(2) If issued in fluid form the liquid shall, at the time of issue, be clear or show, al most, a very
slight opalescence or precipitate. Preparations of the natural serum (the liquid product of
decantation, of the coagulated blood without any addition, other than antiseptic, or subtraction)
shall bot contain more than 10 per cent. of total solid matter. A solution of the separated antitoxic
globulins shall not contain more than 20 per cent. of total solid matter.

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

(2) Each container of anti-dysentery serum (Shiga) shall contain a sufficient number of units in
excess of the minimum total number or units indicated on the label o ensure that 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. Unit of Standardisation.—The unit of anti-dysentery serum (Shiga) for the purposes of these
Rules is the specific neutralising activity tor the Bacillus dysenteriae (Shiga) contained in such an
amount of the standard preparation as the Medical Research Council in the United Kingdom may
from time to time indicate as the quantity exactly equivalent to the unit accepted for 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 with respect to ils antitoxic value for the toxic
constituents of the Bacillus dysenteriae (Shiga), expressed as the minimum number of units per
¢.c. in the case of liquid products, or as the minimum number of units per gramme in the case of
dry products ; or (i) the total number of ¢.c. in the container.

(2) The label on the container or the label or wrapper on the package shall indicate the nature
of the particular product, that is to say, whether natural serum, or a solution of the globulins
conlaining the specific immune substances, or a dried natural serum or dried globulins,

OTHER ANTI-DYSENTERY SERA

7. Proper names.—Anti-dysentery sera prepared by immunizing animals against bacilli
producing dysentery in man, other than the B. dyseateriae (Shiga) shall conform with the
provisions of Division (A) of this Part of this Schedule which are applicable to sera for which no
potency test is prescribed. The proper name shall in each case be "Anti-dysentery Serum,"
followed, in brackets, by the personal name of other symbol by which the particular strain or
strains of dysentery bacilli are identified by bacteriologists—as, for example, "Anti-dysentery
Serum (Flexner)," "Anti-dysentery Serum (Y)," "Anti-dysentery Serum (Flexner, Y)".
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8. Mixed sera.—A mixed anti-dysentery serum, prepared by immunizing animals against the
B. dysenteriae (Shiga) and in addition against one or more of the other bacilli associated with
human dysentery shall conform 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. dysenteriae (Shiga) and
its products, conform with paragraphs 3, 4, 5 and 6 (2) in Division (B) thereof: and the number of
units shown on the label shall indicate the neutralizing value of the serum for the products of the
B. dysenteriae (Shiga) only, The proper name of such a serum shall be "Anti-dysentery Serum,
followed, in brackets, by the names of symbols indicating the strains used in its preparation, as,
for example, "Anti-dysentery Serum (Shiga), Flexner, Y)".

(C) PROVISIONS APPLICABLE TO DIPHTHERIA ANTITOXIN

1. Definition and Proper Names.— Diphtheria antitoxin is the serum or the antitoxic globulins
separated from the blood of animals which have been 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
obtained from animals other than horses or other equidae, the proper name is "diphtheria
antitoxin" followed by the common name of the animal from which the substance is prepared.

2. Standard preparation.—The standard preparation is a quantity of dried diphtheria 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 shall 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 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.

4. Qualiry.—Diphtheria antitoxin shall be issued for therapeutic and prophylactic use in the
form of either—

(a)thescnmscpma‘edﬁomtheblood ui plasmaofanmalsnnmunizﬂdagamstdqﬁm
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 izsued 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 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 antituxic
globulins shall not cuziain more than 0.1 gramme of solid matter for each 500 antitoxin units.

5. Unit of standardization—The unit of diphtheria antitoxin for the purposes of these Rules is
the specific neutralizing activity for diphtheria toxin contained in such an amount of the standard



106 78

preparation as the Medical Research Council in the United Kingdom may from time to time
indicate as the quantity exactly egivalent to the unit accepted lor international use.

6. ITest for potency.— The potency in units of diphlhcri; antitoxin shall be determined in
accordance with a method approved by the licensing authority by the injection into guinea-pigs of
a mixture consisting of the antitoxin under test and of a diphtheria toxin whuh has been
standardized in relation to the standard preparation.

7. Labelling. —(1) The label on the container shall indicale—
(a) the minimum total number of units in the container: and

(b) either (i) the potency of the preparation expressed as the minimum number of units of
antitoxin per ¢.c. in the case of liquid products, or as the minimum number of units ol antitoxin
per gramme in the case of dry products; or (ii) the total number of ¢.c. in the container.

(2) The label on the container or the label or- wrapper on the package shall indicate the nature
of the particular product, that is to say whether natural serum, or a solution of antitoxic globulins,
dried natural serum, or dried antitoxic globulins.

(D) PROVISIONS APPLICABLE TO TETANUS ANTITOXIN

1. Proper name.—Tetanus Antitoxin is the serum, or the antitoxic globuling separated from the
blood of animals which bhave been immunized against tetanus toxin, The proper name of the
substance is "Tetanus antitoxin "

2. Standard preparation—The standard preparation s a quantity of dried tetanus antitoxin
kept in the National Institute for Medical Research, Hampstead, London.

3. Srength.— (1) Tetanus antitoxin having a potency of less than 300 units per c.c. in the case
of liquid preparations, or less than 3000 units per gramme in the case of dried preparations, shall
not be issued for prophylactic use,

Tetanus antitoxin having a potency of less than 1,600 units per c.c in the case of liquid
preparations, or less than 16,000 units per gramme in the case of dried preparations shall not be
issued for the treatment of letanus.

(2) Each container of tetanus antitoxin shall contain a sufficient number of units in excess of
the minimum total number of units indicated on the label to ensure that 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.

4. Quality— (1) Tetanus antitoxin shall be issued for therapeutic and prophylactic use in the
form of cither—

(a) the serum separated from the blood or plasma of animals immunized against tetanus toxin;
or
(b) the solution of the globulins containing the specific antitoxin: or

(¢) a dry powder prepared from (i) the nawral serum or (i) the antitoxic globulins, and
containing no antiseptic or other added substance.
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(2) If issued in fluid form the liguid at the time of issue shall be clear or show al most a very
slight opalescence or precipitate. 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 total solid matter. A solution of the separated antitoxic
globulins shall not contain more than 0.1 gramme of solid matter for each 600 antitoxin units.

5. Unit of standardization.—The unit of tetanus antitoxin for the purposes of these Rules is the
specific neutralizing activity for tetanus toxin contained in such an amount of the standard
preparation as the Medical Research Council in the United Kingdom may from time to time
indicate as the quantity exactly egivalent to the unit accepted for international use.*

6. Test for potency.—The potency in units of tetanus antitoxin shall be determined by the
subcutaneous imjection into guinea-pigs or mice of mixtures of the preparation with a tetanus
toxin which has been standardised in relation to the standard preparation of tetanus antitoxin. The
neutralizing value may be determined by observation cither—

(a) of the greatest dose which fails to protect a guinea-pig or mouse from death within 4 days,
or

(b) of the least dose which suffices to protect a mouse or guinea-pig from the appearance of
symptoms of tetanus,

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

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

(b) cither (i) the potency of the preparation expressed as the minimum number of units of
antitoxin per c¢.c. in the case of liguid products, or as the minimum number of units of antitoxin
per gramme in the case of dry products; or (ii) the total number of ¢.c. in the container; and

(c) a statement that the numbers of units indicated are equivalent 1o one half of those numbers
of American units,

(2) The label on the container or the label or wrapper on the package shall indicate the nature
of the particular products, that is to say, whether natural serum, a solution of antitoxic globulins,
dried natural serum or dried antitoxic globulins.

(E) PROVISIONS APPLICABLE TO GAS-GANGRENE ANTITOXIN (PERFRINGENS)

(1) Proper Names.—Gas-Gangrene Antitoxin (perfringens) is the serum, or the antitoxic
globulins, separated from the blood of animals which have been immunised against the specific
toxin prepared by the growth of Bacillus perfringens (B. welchii) in a fluid medium. The proper
name of the substance is Gas-Gangrene Antitoxin (perfringens).

2. Standard Preparation—The standard preparation is a quantity of dried gas-gangrene
antitoxin (perfringens) kept in the National Institute for Medical Research, Hampstead, London.

3. Quality—(1) Gas-gangrene antitoxin shall be issued for therapeutic use in the form of
cither—

(a) the serum separated from the blood or plasma of the immunised animals; or

(b) the solution of the globulins containing the specific immune substances; or

*This unit 15 one-half of the unit established 1 the United States of America under the authority of an Act of the 1st July,
1902,

+The statement may be conveniently given in arithmetical form. thus lor example:—

"2.000 units (=1.000 Anicrican units)”.
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(c) a dry powder prepared from (i) the natural serum or (ii) the globulins containing the
- specific immune substances,

(2) if issued in fluid from the liguid ghall at 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 without any addition, other than antiseptic, or subtraction)
shall not contain more than 10 per cent. of solid matier. A solution of the separated antitoxic
globulins shall not contain more than 20 per cent. of total solid matter.

4, Strength.—(1) The potency in units of gas-gangrene antioxin (perfringens) shall be
determined, in accordance with a method approved by the licensing authority, by the injection into
animals of a mixture of the antitoxin under test with a gas-gangrene (perfringens) toxin which has
been standardised in relation to the standard preparation of gas-gangrene antitoxin (perfringens).

(2) Each container of gas-gangrene antitoxin (perfringens) shall contain a sufficient number of
units in excess of the minimum total number of units indicated on the label 10 ensure that 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. Unit of Standardization.—The unit of gas-gangrene antitoxin (perfringens) for the purposes
of these Rules is the specific neutralizing activity for gas-gangrene (perfringens) toxin contained
in such an amount of the standard preparation as the Medical Research Council in the United
Kingdom may from time to time indicate as the quantity exactly equivalent to the unit accepted
for 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 the minimum number of units of
antitoxin per ¢.c. in the case of liquid products or as the minimum number of units of antitoxin per
gramme in the case of dry products; or (ii) the total number of c.c. in the container.

(2) The label on the container or the label or wrapper on the package shall 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 Antitoxins.—A mixed antitoxin, containing antitoxins against other toxins than that
of the Bacillus perfringens, shall, with respect to its content in units of gas-gangrene antitoxin
(perfringens), confmm with paragraphs 4, 5 and 6.

(F) PROVISIONS APPLICABLE TO GAS-GANGRENE Amrmm (OEDEMATIENS)

" 1.Proper Name. -—-Gas -Gangrene Auntitoxin (oedcmauens) is the serum, or the antitoxic
globulins, separated from the blood of animals which have been immunised against the specific
toxin prepared by the growth of clostridium oedematiens in a fluid medium. The proper name of
the substance is "Gas-{Gangrene Antitoxin (oedematiens)”.

2. Standard Preparation—The standard preparation is a quantity of dried gas-smg:&e
antitoxin (cedematiens) kept in the National Institute for Medical Research, Hampstead, London,
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3. Qualuy.—1) Gas-Gangrene Antitoxin (ocdematiens) shall be issued for therapeutic use in
the form of either—

(a) the serum separated from the blood or plasma of the immunised animals; or
(b) the solution of the globulins containing the specilic immune substances: or

(¢) the dried solid prepared from (i) the natural serum or (i) the globulins containing the
specific immune substances.

(2) If issued in (luid from the liquid shall, at 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 plasima 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 shall not contain more than 20 per cent. of solid matter.

4. Strength—(1) The potency in units of gas-gangrene antitoxin (oedematiens) shall be
determined, by a method approved by the licensing authority, by the injection into animals of a
mixture of the antitoxin under test with a gas-gangrene (oedematiens) toxin which has been
standardised in relation to the standard preparation of gas-gangrene antitoxin (oedematiens).

(2) Each container of gas-gangrene antitoxin (ocdemaliens) shall contain a sufficient number
of units in excess of the minimum (otal number of units indicated on the label 1o ensure that the
said minimum total number of units will stll be present in the container at the date appearing on
the label pursuant to Rule 109 (3) (d) the date up to which the preparation may be expected to
retain its polency.

5. Unu of Standardisation.—The unit of gas-gangrene antitoxin (oedematiens) for the purposes
ol these Rules is the specitic neutralising aclivity for gas-gangrene (oedematiens) toxin contained
in such an amount of the standard preparation as the Medical Research Council in the United
Kingdom may from time (o time indicate as the guantity exactly equivalent o the unit accepted .
for international use.

6. Labelling —( 1) The label on the container shall indicate—
(a) the minimum total nomber of units in the container; and

(b) either (i) the potency of the preparation expressed as the minimum number of units of
antitoxin per ¢.c. in the case of hguid products, or as the minimum number of units of antitoxin
per gramme in the case of dry products; or (ii) the total number of ¢.c. in the container.

(2) The label on the container or the label or wrapper on the package shall indicate the nature
of the particular product, that is to say. whether natural serum, a solution of antitoxic globulins,
dried natural serum or dried antitoxic globulins,

7. Mixed Antitoxins—A mixed antitoxin, conlaining antitoxins against other toxins than that
of clostridium vedematens shall, with respect (0 its content in units of gas-gangrene antitoxin
(oedematiens), conform with paragraphs 4, 5 and 6.

(G) PROVISIONS APPLICABLE TO GAS-GANGRENE ANTITXIN (VIBRION SEPTIQUE) |

I. Proper Name —Gas-Gangrene Antitoxin (vibrion septique) is the serum or the antitoxic
globulins, separated from the blood of animals which have been immunised against the specific
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toxin prepared by the growth of clostridium commonly known as bibrion septique in a fluid
medium. The proper name of the substance is "Gas-Gangaren Antitoxin (vibrion sepgtique).”

2. Standard Preparation.—The standard preparation is a quantity of dried gas-gangrene
antitoxin (vibrion septique) kept in the National Institute for Medical Research, Hampstead,
London.

3. Quality.—(1) Gas-Gangrene Antitoxin (vibrion septique) shall be issued for therapeutic use
in the form ol either—

(a) the serum separated from the blood or plasma of the immunise animals; or
(b) the solution of the globulins containing the specific immunise substances; or

(¢) the dried solid prepared from (i) the natural serum or (i) the globulins containing the
specilic immune substances.

(2) If issved in fluid from the l_iquid shall, at 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 1u per cent. of solid matter. A solution of the scpar.md
antitoxic globulins shall not contain more than 20 per cent. of solid matter.

4. Strength—(1) The potency in units of gas-gangrene antitoxin (vibrion septique) shall be
determined, by a method approved by the licensing authority, by the injection into animals of a
mixture of the antitoxin under lest with a gas-gangrene (vibrion septique) toxin which has been
standardised in relation 10 the standard preparation of gas-gangrene antitoxin (vibrion septigue).

(2) Each container of gas-gangrene antitoxin (vibrion septique) shall contain a sufficient
number of units in excess of the mimimum (otal number of units indicated on the label (o ensure
that the said minimum (otal number of units will still be present in the container at the date
appearing on the label pursuant o Rule 109 (3) (d) as the date up to which the preparation may be
expected o retain its polency,

S. Unit of Standardisation.—The unit of gas-gangrene antitoxin (vibrion septique) for the
purposes of these Rules is the specific neutralising aciivity for gas-gangrene (vibrion septique)
toxin contained in such an amount of the standard preparation as the Medical Research Couneil in
the United Kingdom may from time (o time indicate as the quantity exactly equivalent to the unit
accepted for intermational 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 the minimum number of units of
antitoxin per ¢.¢. in the case of liquid products or as the minimum number of units of antitoxin per’
gramme in the case of dry products; or (i) the total number of ¢.c. in the container.

(2) The label on the container or the label or wrapper on the package shall indicate the nature
ol the particular product, that is to say, whether natural serum, a solution of antitoxic globulins,
dricd natural serum or dried antitoxic globulins, _

7. Mixed Antitoxins — A mixed antitoxin, containing antitoxing against other toxins than that of
the clostndium commonly known as vibrion septigue shall, with respect o its content in units of
gas-gangrene antitoxin (vibrion septique) conform with paragraphs 4, 5 and 6.
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(H) PROVISIOS APPLICABLE TO GAS-GANGRENE ANTITOXN (HISTOLYTICUS)

1. Proper Name.— Gas-Gangrene Antitoxin (histolyticus) is the <erum, or the antitoxic
globulins, separated from the 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 (histolyticas).”

2. Standard Preparation—The standard preparation is a quantity of dried gas-gangrene
antitoxin (histolyticus) kept in the National Institute for Medical Research Hampstead, London.

3, Quality—(1) Gas-Gangrene Antitoxin (histolyticus) shall be issued for therapeutic use in
the form 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) the globulins containing the
specific immune substances.

(2) If issued in fluid from the liguid shall, at 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 cent. of solid matter. A solution of the separated
antitoxic globulins shall not contain more than 20 per cent. of solid matter.

4. Strength—{1) The potency in units of gas-gangrene antitoxin (histolyticus) shall be
determined, in accordance with a method approved by the licensing authority, by the injection into
animals of a mixture of the antitoxin under test with a gas-gangrene (histolyticus) toxin which has
been standardised in relation to the standard preparation of gas-gangrene antitoxin (histolyticus).

(2) Each container of gas-gangrene antitoxin (histolyticus) shall contain a sufficient number of
units in excess of the minimum total number of units indicated on the label to ensure that 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) of these Rules was the date up to which the preparation may be
expected to retain its potency.

5. Unit of Standardisation.—The unit of gas-gangrene antitoxin (histolyticus) for the purposes
of these Rules is the specific neutralising activity for gas-gangrene (histolyticus) toxin contained
in such an amount of the standard preparation as the Medical Research Council in the United
Kingdom mayv from time to 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 the minimum number of units of
antitoxin per c.c. in the case of liquid products, or as the minimum number of units of antitoxin
per gramme in the case of dry products; or (ii) the total nmber of c.c. in the container.

(2) The label on the container or the balel or wrapper on the package shall indicate the nature
of the particular product, that is to say, whether natural serum, a solution of antitoxin globulms
dried natural serum or dried antitoxin globulins.
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7. Mixed Avititoxins —A mixed antitoxin conlaining antitoxins against other toxins than that of

clostridium  lustolynieus shall, with respect its content in units of gas-gangrene antitoxin
(histolyticus), conform with paragraphs 4. 5 and 6.

(I) PROVISIONS APPLICABLE TO ANTIPNEUMOCOCCUS SERUM (TYrPE 1)

I. Proper Name —Antipneumococcus Serum (Type 1) is the serum or the globulins containing
the specific immune substances, separated from the blood of animals which we have been
immunised against cultur of a pneumocaoccus (Diplococcus pneumoniae) of the variety known
Type 1. The proper name of the substance is "Antipneumococcus Serum (Type I)".

2. Standard Preparation.— The standard preparation is a quantity dried antippeumococcus
serum (Type I) kept at the National Institute for Medical Research, Hampstead, London.

3. Quality—(1) Antipneumococcus Serum (Type 1) shall be issued for therapeutic use in the
torm of either—

(a) the serum separated from the blood or plasma of the immunised animals; or
(b) the solution of the globulins containing the specific immune substances; or

(c) the dried solid prepared from (i) the natural serum or (ii) the globulins containing the
specific immune substances.

(2) 1f issued in fluid form the liquid shall, at the time of issue, be ¢lear or show, at most, a
slight opaleascence 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 cent. of total solid matter. A solution of the
separated globulins shall not contain more than 20 per cent. of toial solid matter.

4. Strength.— The potency in units of antipneumococcus serum (Type 1) shall be determined.
in accordance with a method approved by the Licensing Authority, by comparison of the activity
of the serwn under test in protecting animals against the lethal action of a viralent culture of
Diplococcus pnewnonice (Type T) with the activity under identical conditions of the standard
preparation of antipneumococcus serum (Type 1). -

5. Unit of Standardisation.— The unit of antipneumococcus serum (Type 1) for the purposes of
these Rules is that quantity of the standard preparation which the Medical Research Council in the
United Kingdom may from time to 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 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
products; or (ii) the total number of c.c. in the container,

(2) The label on the container or the label or wrapper on the package, shall indicate the nature

of the particular product, that is to say, whether natural serum, a solution of antitoxic globulins,
dried natural serum or dried antitoxic globulins.
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(3) The date to be indicated under Rule 109 (3) (d) shall not be later than two years after the
date of manufacture.

7. Mixed Antipneumococcus Sera.—A mixed antipneumococcus serum containing anti-bodies
against strains of Diplococcus pneumoniae other than those of the variety known as Type I, shall
with respect to its content in units of antippeumococcus serum (Type 1) conform with paragraphs
4, § and 6 of this part of this Schedule,

(J) PROVISIONS APPLICABLE TO ANTIPNEUMCOCCUS SERUM (Tyre 1)

1. Proper Name.—Antipneumococcus Serum (Type II) is the serum, or the globulins
containing the specific immune substances, separated from the blood of animals which have been
immunised against cultures of a pneumococcus (Diplococcus pneumonie) of the variety known as
Type I1. The proper name of the substance is "Antipncumococcus Serum (Type 11)".

2. Standard Preparation —The standard preparation is a quantity of dried anti-pneumococcus
serum (Type IT) kept at the National institute for Medical Research, Hampstead, London. _

3. Quality.—1) Antipneumococcus Serum (Type II) shall be issued for therapeutic use in the
form of either— '
(@) the serum separated from the blood or plasma of the immunised animals; or

(b) the solution of the globulins containing the specific immune substances; or

(c) the dried solid prepared from (i) the natural serum or (ii) the globulins containing the
specific immune substances.

(2) If issued in fluid form the liquid shall, at the time of issue¢ be clear or show, at most, a slight
‘opalescence or precipitate. Preparations of the natural serum (the liguid product of decantation of
the coagulated blood or plasma without any addition, other than antiseptic, or subtraction) shall
not contain more than 10 per cent of the total solid matier. A solution of the separated globulins
shall not contain more than 20 per cent. of total solid matier.

4. Strength—The potency in upits of antipneumococeus serum (Type 1) %hali be determined,
in accordance with a method approved by the licensing Authority, by comparison of the activity
of the serum under test in protecting animals against the lethal action of a virulent culture of
Diplococcus pneumonia (Type 1) with the activity under identical conditions of the :slam.lard
preparation of antipneumococcus serum (Tyre I1).

5. Unit of Standardisation— The unit of antipneumococcus serum (Type 1) for the purposes
of these Rules is that quantity of the Standard preparation which the Medical Research Council in
the United Kingdom may trom time (o time indicate as the quantity exactly equivalent to the unit
«~cepied for inlernational use, -

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

() the minimom total number of units in the container; and

(b} either (ii) the potency of the preparation expressed as the minimum number of units per c.c
in the case of liguid products or as the minimum number of units per gramme in the case of dry
products; or

(1) 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 the particular product, that is (o say, whether natural serum, a solution of antitoxic globulins,
dried natural serum or dried antitoxic globulins,
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{3) The date o be indicated under Rule 109 (3) (J) shall not be later than two years afler the
date of manultacture.

7. Mixed antupneumococcus sera.—A mixed antipneumococcus serum containing anti-bodies
against strains of Diplococcus pneumoniae other than those of the variety known as Type 11, shall,
with respect 10 its content in urits of antipenumococcus serum (Type ) conform with paragraphs
4,5 and 6.

(K) PROVISIONS APPLICABLE TO STAFHYLOCOCCUS ANTITOXIN

1. Proper Name —Staphylococcus antitoxin is the serum, or the antitoxic globulins, separated
from the blood of animdls which have been immunised against the toxin prepared by artificial
culture on suitable media of Staphylococci obtained from cases of infection. The staphylococcus
toxin 15 characterized by its lethal action when njected into susceptible animals, by the
production of inflammation when injected into susceptible animals, by the production of
inflammation and necrosis when injected mtracutancously into sisceptible animals, and by its
Iytic action i1 wirro on the red blood corpuscles of the rabbit. Staphylococcus antitoxin is
characterised by its power of neatralizing these activities of the staphylococcus toxin when mixed
with it in effective proportions. The proper name of the substance is "Staphylococcus Antitoxin,”

2. Standard Prepararion.—The standard preparation is a quantity of dried staphylococcus
antitoxin kept in the National Institute for Medical Research, Hampstead, London.

3. Quality.— (1) Staphylococcus antitoxin shall be issued for therapeutic use in the form of
either—

(a) the serum separated from the blood or plasma of the immunised animals; or
(b) the solution of the globulins containing the specific immune substances; or

(¢) the dried solid prepared from (i) the natural serum or (if) the globulins containing the
specific immune substances.

(2) I issued in fluid form the liquid shall, at the time of 1ssue, He clear or show, at most, a very
slight opalescence or precipitate. Preparations of the natural serum (the liguid product of
decantation of the coagulated blood or plasma without any addition, other than antiseplic, or
subtraction) shall oot contain more than 10 per cent. of solid matter. A solution of the separated
antitoxic globulins shall not contain more than 20 per cent. of total solid matter.

4. Strength.—(1) The potency in units of staphylococcus antitoxin shall be determined, in
accordance with a method approved by the licensing authority and based on the specific
neutralising action of the antitoxin under test on a staphylococcus toxin which has been
standardised in relation to the standard preparation of staphylococcus antitoxin,

(2) Each container of staphylococcus antitoxin shall contain a sufficient number of units in
excess of the total minimum of units indicated on the label to ensure that the said minimum total
number of units will still be present in the container at the date appearing on the label pursuant (o
Rule 109 (3) (d) as the date up 1o which the preparation may be expected 1o retain its potency.

5. Unit of standardisation—The unit of staphylococcus antitoxin for the purposes of these
Rules is the specific neutralizing activity for staphylococcus toxin contaimed such an amount of
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the standard preparation as the Medical Research Council in the United Kingdom may from time
to lime indicate as the guantity exactly equivalent to the unit accepted for international use.

6. Labelling.—(1) The label on the container shall indicate—
) the minimum total number of units in the container; and

(b) cither (1) the potency of the preparation expressed as the minimum number of units of
antitoxin per c.c. in the case of liguid products, or as the minimum number of units of antitoxin
per gramme in the case of dry products or (i) the total number of ¢.c. in the container.

(2) the label on the container or the label or wrapper on the package shall indicate the nature of
the particular product, that is to say, whether natural serum, a solution of antitoxic globulins, dried
natural serum or dried antitoxic globulins. “

(L) PROVISIONS APPLICABLE TO ANTIVENOM SERUM (ANTIVENENE)

1. Proper Name.—Antivenom Serum (or antivenene) is the serum or the globulins containing
the specific neutralising substances separated from the blood of animals which have been
immunized against the venom of one or more poisonous snakes. The proper name of the
substance is Antivenom Serum (or antivenene) followed by names of the species of snakes against
the venoms of which it has been prepared.

2. Standard prepargtions —The standard preparations are quantities of the dried venom of the
Indian Cobra (Naia tripudians), Russell's Viper (Vipera russellit) kept at the Central Research
Institute, Kasauli,

3. Qualiry—{1) Antivenom serum (or antivencne) shall be issued for therapeutic use in the
torm of either—

(a) the serum separated from the blood or plasma of immunized animals; or

(b) the solution of the globulins containing the specific neutralizing substances: or

(¢) a dry powder prepared from (i) the natural serum or (i) the globulins containing the
specilic neutralising substances.

(2) Wissued in (luid form the liguid shall, at the time of issue, be clear or show, at most, a very
slight opalescence or precipitate. Preparations of the natural serum (the liguid product of
decantation of the coagulated blood without any addition, other than antiseptic, or subtraction)
shall not contain more than 10 per cent. of total solid matter. A solution of the separated
neutralizing globulins shall not contain more than 20 per cent. of total solid matter.

4. Strength—(1) The potency of antivenom serum (or antivenene) shall be determined in
accordance with a method approved by the licensing authority.

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

{a) the potency of the preparation expressed as the weight of dried venom of each species of

poisonous snake against which it is prepared, which is neutralized, under the method of test
employed. by one cubic centimetre of the serum;

(b) the total number of cubic centimetres in the container,

(2) The label on the container or the label or wrapper on the package shall indicate the nature
of the particular product, that is to say, whether natural serum or a solution of the globulins
containing the species neutralizing substances, or a dried natural serum or dried globulins.
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PART V.—ARSPHENAMINE AND ITS DERIVATIVES (A) GENERAL PROVISIONS APPLICABLE TO
. ARSPHENAMINE AND TO ITS DERIVATIVES

" 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.—(1) The tests shall be carried out either—
(a) in a central institution appointed by the licensing authority;
(b) if the licensing authority so direct, in the laboratories of the 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 batch, 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 with the directions given by the
authority, and in comparison with the standard preparation of arsphenamine or the derivative
thereof corresponding to the product under test.

(3) The tests shall consist of the following:-

(a) Test for maximum toxicity — Several separate containers from each finished batch shall be
tested for toxicity by intravenous (or, where the Part of this Schedule relating to a particular
derivative requires, by subcutaneous) injection into at least ten mice and five rats, or into such
number of animals of some other species as the licensing authority may consider equivalent, and
no batch shall be passed for issue which shows a loxicity greater than that of the standard
preparation when tested under identical conditions. The test shall be conducted in accordance with
such detailed instructions as the licensing authority may issue.

(b) Test for therapeutic potency—Samples from each batch shall be tested for therapeutic
potency on a series of mice or rats infected with a suitable strain of pathogenic trypanosomes (7.
brucei, T. equiperdum, etc.) in accordance with the following general method and with such
detailed instructions as the licensing authority may issue (i) the mice or rats on which the test is

.made shall be infected with the trypanosome employed to an equal degree, the degree béing
determined by enumeration per unit volume of blood; (ii) samples from each batch shall be tested
by means of several doses each of which shall be adminisiered 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 have been
filled before being sealed with some inert gas to the exclusion of oxygen unless permission is
given by the licensing authority 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—Neoarsphenamine must have the following physical and chemical
characterisucs:—

(a) the substance must be in the condition of a yellow. dry powder freely mobile in contact
with glass surfaces, and without odour, except such as is due to traces of ether or alcohol;

(b) the substance must be soluble in water, but insoluable in absolute.ethyl alcohol and in
ether. If 0.6 gramme of the substance is added to 1 cubic centimeter of distilled water. it must
dissolve rapidly and completely and form a clear, yellow solution, mobile and free from
gelatinous particles and suspended matter of very kind;

" (¢) a normal solution of sodium carbonate or a S per cent. solution of the anhydrous carbonate,
added in equal volume to a 10 per cent. aqueous solution of neoarsphenamine, must not produce a
" precipitate;

(d) diluted hydrochloric acid (B.P.) added in equal volume to a 10 per cent. aqueous solution of
ncoarsphenamine must give a yellow precipitate of the free acid from neoarsphenamine. If the
mixture is warmed, sulphur dioxide must be evolved so as to be detected by iodate-starch paper;

(¢) When a solution of 0.2 gramme of neoarsphenamine in 10.c.c of water is acidified with
phosphoric acid and distilled to about one-half its volume, formaldehyde must be evolved so as to
be detected in the distillate by a red ring formed at the line of contact when five drops of a. 1 per
cent, solution of phenol is added and a layer of sulphuric acid is run under the mixture;

(1) the dry powder, as taken directly from the ampoules in which it is issued, must contain not
less than 18 per cent. nor more than 21 per cent. of arsenic as determined by a method approved
by the licensing authority.

3, Test for stability—The product as filled into ampoules shall be kept al a temperature of
S0°C, for at least 24 hours and shall retain colour, physical properties and solubility substantilly
unchanged at the end of that period.

(C) SpEICIAL PROVSIONS APPLICABLE TO SULPHARSPHENAMINE

1. Proper Name—Sulpharsphenamine is the sodium salt of dioxy- liamino-arsenobenzene-
methylene-sulphurous acid, Its proper name is "Sulpharsphenamine”.

2. Quality —Sulpharsphenamine must have the following physical and chemical
characteristics:—

(a) the substance must be in the condition of a yellow, dry powder, freely mobile in contact
with glass surfaces, and without odour, except that due (o traces of ether or alcohol;

(b) the substance must be soluble in water but insoluble in alcohol and in ether. If 0.6 gramme
of the substance is added to 1 c.c of disdlled water, it must dissolve rapidly and completely, and
form a clear, yellow solution, mobile and free from gelatinous particles and suspended matter of
every kind;

(c) a normal solution of sodium carbonate or a 5 per cent. solution of the anhydrous carbonate,
added in equal volume to a 10 per cent. aqueous solution of sulpharsphenamine must not produce
a precipitate;

(d) five volumes of diluted hydrochloric acid (B.P.) added to one volume of a 10 per cent
aqueous solution of sulpharsphenamine must give, after a few minutes, a yellow precipitate of the
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2. Quality—Neoarsphenamine must  have the following physical and chemical
characteristics: —

(a) the substance must be in the condition of a yellow, dry powder freely mobile in contact
with glass surfaces, and without odour, except such as is due to traces of ether or alcohol;

(b) the substance must be soluble in water. but insoluable in absolute ethyl alcohol and in
ether. If 0.6 gramme of the substance is added to 1 cubic centimeter of distilled water, it must
dissolve rapidly and completely and form a clear, yellow solution, mobile and free from
gelatinous particles and suspended mauer of very kind,

(¢) a normal solution of sodium carbonate or a 5 per cent. solution of the anhydrous carbonate,
added in equal volume to a 10 per cent. aqueous solution of neoarsphenamine, must not produce a
precipitate;

(d) diluted hydrochloric acid (B.P.) added in equal volume to a 10 per cent. aqueous solution of
ncoarsphenamine must give a yellow precipitate of the free acid from neoarsphenamine. If the
mixture is warmed, sulphur dioxide must be evolved so as to be detected by iodate-starch paper;

(¢) When a solution of 0.2 gramme of neoarsphenamine in 10.c.c of water is acidified with
phosphoric acid and distilled to about one-half its volume, formaldebhyde must be evolved so as to
be detected in the distillate by a red ring formed at the line of contact when five drops of a. | per
cent. solution of phenol is added and a layer of sulphuric acid is run under the mixture;

() the dry powder, as taken directly from the ampoules in which it is issued, must contain not
less than 18 per cent. nor more than 21 per cent. of arsenic as determined by a method approved
by the licensing authority,

3. Test for stability —The product as filled into ampoules shall be kept at a temperature of
50°C, for at least 24 hours and shall retain colour, physical properties and solubility substantilly
unchanged at the end of that period.

(C) SPEICIAL PROVSIONS APPLICABLE 10 SULPHARSPHENAMINE

L. Proper Name—Sulpharsphenamine is the sodium salt of dioxy- liamino-arsenobenzene-
methylene-sulphurous acid. Its proper name is "Sulpharsphenamine”,

2. Quality—Sulpharsphenamine must have the following physical and chemical
characteristics:—

{a) the substance must be in the condition of a yellow, dry powder, freely mobile in contact
with glass surfaces, and without odour, except that due to traces of ether or alcohol;

(b) the substance must be soluble in water but insoluble in alcohol and in ether. If 0.6 gramme
of the substance is added to 1 c.c of distilled water, it must dissolve rapidly and completely, and
forin a clear, yellow solution, mobile and free from gelatinous particles and suspended matter of
every kind:

(c) a normal solution of sodium carbonate or a 5 per cent. solution of the anhydrous carbonate,
added in equal volume to @ 10 per cent. aqueous solution of sulpharsphenamine must not produce
a precipilate;

(d) five volumes of diluted hydrochloric acid (B.P) added 10 one volume of a 10 per cent.
agueous solution of sulpharsphenamine must give, after a few minutes, a yellow precipitate of the
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Iree acid from sulpharsphenamine. [ the mixture is boiled, sulphur dioxide must be evolved so as
to be detected by iodate-starch paper;

(e) When a solution of 0.2 gramme of sulpharsphenamine in 10 ¢.c water is acidified with
phosphoric acid and distilled 1o about one-half volume, formaldehyde must be evolved so as to be
detected in the distillate by a rod ring formed at the line of contact when five drops of a | per cent.
solution of phenol is added and a layer of sulphuric acid run under the mixture:

(N on addition of an equal volume of 1 in 10,000 indigo-carmin solution, a 10 per cent. watery
solution of sulpharsphenamine must not reduce the indigo-cammine in 5 minutes at 50 C;

(g) the dry powder, as taken directly from the ampoules in which it is issued, must contain not
less than 18 per cent. or more than 21 per cent. of arsenic. as determined by a method approved by
the licensing authority.

3. Test for toxicity and therapeutie porency.— The test of maximum (oxicity and for
therapeutic potency prescribed in paragraph 2 (3) of Section (A) ol this Part of this Schedule shall,
in the case of sulpharsphenamine, be carried out by subcntancous injection into mice or rats.

4, Test for stability.—The product as lilled into ampoules shall be kept at S6°C for at least 24
hours and shall retain its colour, physical propertics and solubility substantially unchanged at the
end of that period,

(D)) SPECIAL PROVISIONS APPLICABLE TO DERIVATIVES OF ARSPIIENAMINE OTHER THAN THOSE
SPECIFIED IN (B) AND (C) OF THIS PART

Nature of substance.—In the case of any derivate of arsphenamine other than those specified
in Sections (B) and (C) of this part of this Schedule the applicant for a manufacturing or an import
licence shall submit (o the licensing authority with his application a statement of the true chemical
nature and composition of the derivative, and a full and detailed account of the chemical tests by
which that composition 15 determined and by which the uniformity of successive batches is
secured.

2. Proper Name.—The applicant shall also submit with his application the name which he
proposes (o use lor the derivative (o which the application relates, and such name, if approved by
the licensing authority, may be used as the proper name of the derivative.

3. Chemical test—If a licence is granted for the manufacture of such a derivative of
arsphenamine, the licensee shall carry out on each batch of the derivatve such, if any, of the
chemical tests submitted with the application as are accepted by the licensing authority, and any
others which the authority may direct as requisite tor determining the composition and securing
its uniformity. No batch of the derivative which fails 1o pass any of the tests so accepted or
directed shall be issuved.

4. Tests for toxicuy and potency—1LEach batch of such derivative shall further be tested, by
hiological methods. for toxicity and potency. according to the methods preseribed in Section (A)
of this Part of this Schedule. In the event of no standard preparation being available lfor a
particular derivative, the tests shall be made in such form and their results interpreted in
accordance with such criteria as the licensing authority may direct.
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PART VI—INsuLIN

l. Proper name.—Insulin is the preparation of the specific antidiabetic principle of the
pancreas. [ts proper name is "Insulin”,

2. Special conditions of licence —1It shall be a condition of every licence to manufacture or 1o
import insulin ;—

(a) That it shall not be issued in a mixture with any other therapeutic agent except with the
previous consent of the licensing authority ;

(b) That if issucd for injection suspended in some medium in which is not itself soluble, it
shall be tested before suspension, L

3, Standard preparation— The standard preparation is a quantity of every soluble insulin
hydrochloride prepared and kept in the National Institute for Medical Research, Hampsicad,
London.

4. Umt of Standardisarion.— The unit of insulin for the purposes of these Rules is the specific
activity contained in such an amount of the standard preparation as the Medical Research Council
in the United Kingdom may from time to time indicate as the guantity exactly equivalent to the
unit accepted for international use. .

5. Qualiry. — The acidity of the prepared water solution, as determined by a suitable indicator,
shall be such that the hydrogen-ion concentration is not less than that corresponding to PH=4, or
greater than that corresponding 1o PH=3.

6. Tests.— (1) The methods used lor testing the potency of preparations in comparison with the
standard preparation shall be such as the licensing authority may from time (o time approve.

(2) In addition, samples from each batch shall be tested in such manner as the licensing
authority may direct for the purpos¢ of ascertaining its stability under ordinary conditions of
storage.

7. Conrainer.— In the case of 4 prepared solution ol insulin the glass of the container shall be
non-alkaline resistance glass,

8. Labelling — 1n the case of prepared solution of insluin the label in the container shall
mdicate the strength as the number of units per ¢. ¢., and in the case of compressed tablets as the
number of units in cach tablet.

PART VII. — Priuirary (PosTeERIOR LoBE) EXTRACT

L. Proper Name — Pituitary extract is the watery extract prepared from the separated posterior
lobe ol the pituitary body, or the watery solution of one or more of the separated active principles
‘ol that lobe. The proper name of the complete waler extract is “Pituitary (posterior lobe) Extract”,
The proper name of a solution containing one of the separated active principles is "Oxytocic
principle of e pituitary posterior lobe” or "Pressor principle of the pituitary posterior lobe" or
such other name descriptive of such a solution as the licensing authority may in any particular
case approve in writing.

2. Standard preparation— The standard preparation is a quantity of dried acetone-extracted
substance obtained from the posterior lobes of fresh pititary bodies of oxen. This standard is kept
in the National Institute for Medical Research, Hampstead, London,

3. Unit of standardisation.— (1) The unit of pituitary extracts for the purposes of these Rules
is the specific activity corresponding 1o that yielded by 0.5 milligramme of the standard
preparation when extracted by the method approved by the licensing authorily under this Part.
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(2) When the preparation is a solution of a separated active principle the unit employed in
indicating the strength shall be the amount of that active principle yielded to extraction by 0.5
mgm. of the standard preparation as determined by the appropriate biological test.

4. Quality.— The acidity of the prepared watery extract shall be such that the hydrogen-ion
concentration is not less than that corresponding o pH=4 or greater than that corresponding to
pll=3.

5. Tests— (1) The method used for preparing the extract from the standard preparation and for
ils use in a comparative biological test and the biological methods employed in making the test
shall be such as the licensing authority may from time to time approve.

(2) Samples from each batch of the finished product shall be tested for sterility in accordance
with the methods set forth in Part X of the Rules unless the finished product has been sterilized by
heat in a manner satisfactory to the licensing authority alter being sealed in the containers.

6. Container — The glass for the container shall be non-alkaline resistance glass.,

7. Labelling.— The label on the container shall indicate the strength of the extract as the
number of unils per c.c.

8. The date 1o be specified in compliance with the requircments of Rule 109 (3) (d) shall be
such date as the licensing authority shall in any particular case have approved in writing.

" PART VIIL— L1QUOR ADRENALINAE HYDROCILORIDI B. P. FOR PARENTERAL
ADMINISTRATION g
Proper name — Liquor Adrenalinac Hydrochloridi is a sterile solution of adrenaline in normal
saline and hydrochloric acid containing in each 100 c.c. not less than (.09 gramme and not more
than 0. 110 gramme C? H!3 O N3,

Standard Preparation—The standard preparation is a quantity of adrenaline B.P. which
satisties all the tests for purity specified in the British Pharmacopaia. The optical rotation of a 4
per cent. w/v solution of standard Adrenaline in N/1 hydrochloric acid, should be between—S50
and—>53 degrees.

Test for potency.—A suitable solution of adrenaline hydrochloride injected intravenously into
a cat or a dog by the methods described below produces a rise in the systolic blood pressure of the
animal corresponding to that produced by an equal amount of a solution of adrenaline B.P.

(1) Preparation of the solution for the test—The following method is suggested :— Weigh
accurately about 0.050 gramme of standard adrenaline, dissolve it in 5 c.c. of N/10 hydrochloric
acid and dilute this to 50 c.c. by the addition of distilled water, thus making a 1 in 1,000 solution.
This solution must be recently prepared, otherwise it deteriorates. It will keep for a short tme if
preserved in hard glass containers in a refrigerator, but it must be discarded if any signs of
deterioration, such as discolouration are observed.

Suitable dilutions of the standard adrenaline solution may then be made in physiological saline
for comparison with equivalent dilutions of Liguor Adrenalinae Hydrochloridi to be tested.
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(ii) Methods of Comparison of Potency.—Either of the tollowing methods may be adopted :—

(A) For the purpose of the assay a full grown cat, preferably male, should be used. The cat
should be anaesthetised with a suitable anaesthetic, the spinal chord should be divided and the
brain destroyed, the respiration being maintained artificially. The blood pressure is estimated by
inserting a cannula into the carotid artery and connecting the same with a mercury manometer
which records on a moving drum. The injections are made into the exposed femoral vein. The
blood-pressure must be low and must not vary before experiments are started.

" Determine the amount of standard solution necessary to cause a sub-maximal rise in blood
pressure by injecting intravenously varying doses of the solution at regular intervals and after a
satisfactory dose has been ascertained, the uniformity of reaction should be tested by the injection
of two or more doses of equal size. It these injections produce approximately equal increases in
blood-pressure, alternate 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 raise the blood-
pressure (o the same height, indicating that the amount of active agent is the same in the doses
used. From the results thus obtained, the strength of the unknown solution may be determined and
adjusted.

(B) For the purpose of the assay, a dog of medium size should be used. The animal should be
anaesthetised with a suitable anaesthetic and maintained under artificial respiration. It is prepared
for blood pressure estimations by inserting a cannula into the carotid artery and connecting the
same with a mercury manometer which records on a moving drum. The injections are made into
the exposed femoral vein Before the test is made, in case any muscular movement such as
twitching is present, the dog should receive by intravenous injection a sufficient does of curare,
but if the animal is deeply anaesthetised this is not necessary. The dog should also receive a
sufficient dose of atropine sulphate (from 0.001 gramme to 0.002 gramme) to paralyse the vagi,
this paralysis being proved by electrical stimulation. Injections must be made at regular intervals
of approximately 5 minutes.

Determine the amount of standard solution necessary (o cause a rise in blood-pressure from 30
to 60 mm. of mercury by injecting intravenously varying dose of the solution and after a
satisfactory dose has been ascertained, the uniformity of reaction should be tested by the injection
of two or more doses of equal size. If these injections produce approximately equal increases in
blood-pressure, allernate injections of the solution to be tested and of the standard are made
varying the amount of the unknown until two or more successive injections raise the blood-
pressure to the same height indicating that the amount of active agent is the same In the doses
used. From the results thus obtained, the strength of the unknown solution may be determined and
adjusted.

Containers —Ampoules shall be made of white resistance glass passing the B.P. tests for
limits of alkalinity of glass. Containers other than ampoules shall be made of amber coloured
resistance glass passing the B.P. tests for limits of alkalinity of glass.

Storage —Liguor Adreoalmae Hydrochloridi shall be kept in small, well-filled, wel.l-closed
bottles or ampoules, protected from light. If the solution becomes brown in colour or contains a
preeipitate, it must be rejected. A suitable preservative may be added to the solution.
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Labelling.—The label of the container shall contain the following in addition to any other
particulars prescribed in these rules :—

1. Strength of the solution.

2. The word "sterile” or "suitable for parenteral injection”.

3. Dose (0.12 10 (.5 mil. by injection).

4. Cauton—If the solution is brown in colour or contains a precipitate it must be rejected.

PART IX.— ANY OTHER PREPARATIONS IN A FORM TO BE ADMINISTERED PARENTERALLY
Tests.—1. The preparation shall be in a container which precludes the access of bacteria.

2. The composition of the preparation shall be in accordance with the composition stated on
the label. Such deviations as may be allowed in the composition of the preparation shall be fixed
by the Licensing Officer.

3. The preparation shall comply with tests for sterility.

4. If the container is made of glass, the glass shall pass the tests for limit of alkalinity in glass
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 tissue of an animal and offered or intended to be offered for sale for
use in surgical operation upon the human body. Where such ligature or suture is offered or
intended 1o be offered for sale as sterile and ready for use the proper name of the substance shall
be "sterilized surgical ligature or sterilized surgical suture” followed, in brackets, by the accepted
scientific name or a title descriptive of the true nature and origin of the substance as, for
example:— "sterilized surgical ligature (catgut)" or "sterilized surgical suture (horsehair)".

2. Test for Sterility.— Every batch of surgical ligature (suture) shall consist entirely of material
collected under uniform conditions and simultancously subjected or intended to be subjected (o
the same process or series of processes for rendering it sterile.

3. A sample of surgical ligature (suture) shall be taken from each batch consisting of not less
than 1 per cent. of the whole quantity of material constituting the batch, The sample shall, when
practicable, be the contents of at least one whole container or packet, and shall be drawn at
random from the whole number of containers or packets constituting the batch,

4. The sample shall be subjected to the following processes for testing its sterility:—
(a) The container or packet shall be opened and the sample removed with aseptic precautions ;

(b) After all the adherent fluid has been drained off as completely as possible the sample shall
be placed entire in a test tube at least 3.5 cms. in diameter and 17.5 cms. in length containing 50
mils. of sterlie distilled water. This tube shall then be closed by some method which will preclude
the access of bacteria, and be placed in an incubator at 37°C for 24 hours.
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(¢) After this incubation, the sample shall be aseptically transferred to a similar tube containing
a solution of 1 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 hours at 37°C.

(d) After the second incubation the sample shall be again removed aseptically and, without
further washing, shall be examined for the presence of living bacteria and their spores.

The sterility tests shall be carried out cither (i) by the method prescribed in Rules 117 (1), (2),
(3) and 118 (1) : or (ii) by placing the sample in a wbe at least 3.5 c¢ms. in diameter and 17.5 cms.
in length containing not less than 50 mils. of a culture medium prepared by dissolving 0.2 per
cent. of prepared agar-agar in a nutrient bacteriological broth*, the mixture being sterilized in the
autoclave :

Provided that, if a manufacturer satisfies the licensing authority that he has already in use tests
for the presence of living aeroeic or anaerobic bacteria, and that these tests, as applied by him,
will detect the presence of such bacteria in the ligature (suture) as ready for issue with a certainty
at least equal (o that afforded by the application of the tests prescribed in the above mentioned
articles, the licensing authority may approve the use of such tests in the place of the tests so
prescribed ; but, in that event, the authority may at any time withdraw such approval and require
the manufacturer to carry out the prescribed tests ;

(e) The twbes of culture medium containing the sample shall be incubated at 37°C. for 12
days, and examined daily for the growth of bacteria ;

(0 If no such growth is detected during this period, the batch from which the sample was
drawn shall be treated as [ree from living bacteria and their spores, and as having passed the tests :

Provided that if a licensee satisties the licensing authority that the tests prescribed in sub-
paragraph (¢) of this paragraph for frecing substances from combined or adherent antiseptics are
not suitable for application to the substance which he is licensed to manufacture or import, the
licensing authority may approve in writing the application of alternative tests in place of the tests «
50 prescribed.,

Labelling —For the purpose of Rule 109 (3) (b) the date on which the manufacture of the
batch is completed shall be the date on which the test for sterility was completed.

PART XI.—A.—TnE DiGITALS GROUP OF DRUGS AND ERGOT AND ITS DERIVATIVES

1. Proper names etc.— The proper names, standard preparations, units of standardisation,
quality and method of storage of drugs belonging to the digitalis group and of ergot and its
derivatives shall be those specified in the British Pharmacopoeia.

2. Tests— Drugs belonging to the digitalis group and ergot and its derivatives MI be
submitted to the tests described in the British Pharmacopoeia.

* Note.—The broth may preferable be made by the digestion of meat with trypsin Dougal's both or Hartly's modification
thereof.
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B.—FISH LIVER OILS

1. Units of standardisation.— The units of standardisation for vitamin preparations shall be
those specified in the British Pharmacopoeia.

2. Tests.— Fish-liver oils and other vitamin preparations shall be submitted to one of the tests
for activity specified in the British Pharmacupoem.

C.— L1QUOR ADRENALINAE DYDROCHLRIDI NOT TO BE ADMINISTERED PARENTERALLY

These preparations shall be submitted to the test prescribed in part VIII of this schedule
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 ADMINISTERED
PARENTERALLY

Definition.—Vitamins include natural and synthetic Vitamins, synthetic derivatives of
Vitamins, Vitamin esters and synthetic sub-stances having physiological actions comparable with
those of the aforementioned substances and natural products containing Vitamins.

Units of Standardisation—The units of standardisation for Vitamin preparations shall be those
specified in the British Pharmacopzia.

Tests—Drugs containing Vitamins shall be submitted to the fests for Vitamins prescribed in
the British Pharmacopaia or the United States Pharmacopaia.

Labelling —The number of units of each vitamin per unit of volume or weight shall be
declared on the label,

2. 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 (o any other particulars
prescribed in any other Rule.

E.— PREPARATIONS CONTAINING LIVER EXTRACT IN ANY FORM NOT TO BE upmrsm
PARENTARALLY

Tests—Drugs containing liver extract shall be submitted to the tests prescribed in the British
Pharmacopoeia or the United States Pharmacopoeia.

Labelling —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 any other Rule.

PREPARAIONS CONTAINING HORMONES IN ANY FORM NOT TO BE ADMINISTERED PARENTERALLY

Definition—Hormones include natural and synthetic Hormones, synthetic derivatives of
Hormones, Hormone esters and synthetic sub-glandular products containing Hormonés.

Tests.—Drugs containing Hormones shall be submitted to the tests prescribed in the British
Pharmacopceia or the United States Pharmacopeeia or by the licensing authority if any particular
Hormone is not included in the British Pharmacopaia or the United States Pharmacopceia.
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Labelling.—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 any other Rule.

PART XII. — GENERAL

1. For the purposes of this Schedule, any test or method of festing described in the British
Pharmacopaia shall be deemed to be a method approved by the licensing authority.

2. The licensing authority shall published in the official Gazeite from time to time particulars
of any test or method of testing approved by him,

SCHEDULE G
[See Rule 97)

Allylisopropylacetylurea ;

Insulin ;

Phenylethylhydantion; its salts; its acyl derivatives; their salts ;
Pituitary gland, the active principles of

Thyroid gland, the active principles of ; their salts.

SCHEDULE H
1
[See Rule 65 (9 and 11)]

Substances required io be sold by retail only upon a prescription given by a registered medical
practitioner

Amidopyrine ; its salts,

Barbituric acid ; its salts ; derivatives of barbituric acid ; their salts ; compounds of barbituric
acid, its salts, its derivatives, their salts, with any other substance : provided that compounds, the
barbituric acid content of which does not exceed 50 milligrams in a single therapeutic dose shall
be exempted.

Dinitroeresols ; dinitronaphthols ; dinitropbenols ; dinitrothymols.

Para-aminobenzenesulphonamide; its salts; derivatives of para-aminobenzenesulphonamide
having any of the hydrogen atoms of the para-amino group or of the sulphonamide group
substituted by another radical; their salts.

Phenylcinchoninic acid; Salicylcinchoninic acid; their salts, their esters.
Sulphonal; alkyl sulphonals.
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SCHEDULE 1
[see Rule 101 (4)]

Particulars as to proportion of poison in certain cases

Name of Poison

Particulars

Alkaloids —
Aconite, alkaloids of

Belladonna, alkalowds of
Calabar bean, alkaloids of
Coca, alkalous of
Ephedra, alkalowds of
Ergot, alkalonds of
Gelsemium, alkalouls of
Jaborandi, alkalowds of
Labelia, alkalowds of
Pomegranare, alkaloids of
Solanaceous alkalowds not
otherwise included in
Schedule I
Stavesacre, alkaloids of
Veratrum, alkalowds of
Yohimba, alkaloids off

Antimomial poisons

Arsenical poisons ...

Barium, salts of

Digitalis, glycosides of ; other active
principles of digitahis.
Hydrocyanic acul ; cyanides;

double cyanides of mercury zine.

Lead, compouncs of, with acids
from fixed oils,

Mercury, organic compounds of

Phenols

The proportion of any one alkaloid of aconite that the preparation would be
calculated to contamn on the assumption that all the alkaloids of aconite in the
preparation were that alkaloid. -

The same as above, with the substitution for the reference to aconite of a
reference to belladonna, calabar bean or such other of the said poisons as the
case may n:qum.-.

The proportion of antimony trioxide, (Sby (1) or antumony pentoxide (Shy Og)
that the preparation would be calculated 1o contain on the assumption that the
antimony (Sb) in the poison had been wholly converted inta antimony trioxide or
antimony pentoxide as the case may be.

The proportion of arsenic trioxide (Asy 03) or arsenic pentoxide (Asa Og) that
the preparation would be calculated to contamn on the assumption that the arsenic
(As) in the poison had been wholly converted into arsenic tmoxide or arsenic
pentoxide as the case may be.

The proportion of one particular barum salt which the preparation would be
calculated to contain on the assumption that the barum (Ba) in the poison had
been wholly converted into that sali.

The number of units of activity as defined in the British Pharmacopeia
contained in a specified quantity of the preparation.

The proportion of hydrocyanic acid (HCN) that the preparation would be
caleulated to contain on the assumption that the cyanides in the poison had been
wholly converted into hydrocyanic acid.

The porportion of lead oxide (PhO) that the preparation would be caleulated to
contain on the assumption that the lead in the poison had been wholly converted
into lead oxide.

The proportion of organically combined mercury (Hg) contained in the
preparation.

The proportion of phenols (added together) contained in the preparation.
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Name of Poison Particulars

Compounds of phenol with a metal ...  The proportion of phenols (added together) that the preparation would be
calculated to contain on the assumption that the compound of phenols with a
metal had been wholly converted into the corresponding phenols.

Pituitary gland, the active principles of ... Either —

(@) The number of units of activity as defined in the British Pharmacopaia
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 pituitary gland, or of anterior of posterior lobe of the gland
as the case may be from which a specified quanuty of the preparation was
obtained, together with an indication whether the amount relates to fresh
or to dried gland substance.

Potassium hydroxide The proportion of potassium monoxide (K; O) which the preparation would be
calculated to contain on the assumption that the potassium hydroxide in the
preparation had been wholly converted into potassium monoxide.

Sodium hydroxide The proportion of sodium monoxide (Nag ) which the preparation would be
calculated to contain on the assumption that the sodium hydroxide in the
preparation had been wholly converted into sodium monoxide.

Strophanthus, glycosides of The amount of standard Tincture of Strophanthus as defined in the British
Pharmacopaia which possesses the same activity as a specified of quantity of
the preparation when assayed by the method described in the said
Pharmacopeia.

Suprarenal gland, the active Either —
principles of ; their salts.
(a) The proportion of suprarenal gland or of the cortex or of the medulla of
the gland, as the case may be, contained in the preparation; or

() The amount of suprarenal gland or of the cortex or of the medulla of the
gland, as the case may be, from which a specified quantity of the
preparation was obtained, together with an indication whether the amount
relates to fresh or dried gland substance.

Thyroid gland, the active principles of ; Either —
their salts.

fa) The proportion of thyroid gland contained in the preparation ; or

(b) The amount of thyroid gland from which a specified quantity of the
preparation was obtained together with an indication whether the amount
relates to fresh or dried gland.



2. Drugs other than biological and
other special products, specified
in Schedule C or preparations
containing such products, sold,
or stocked for sale, by way of
wholesale dealing.

3. Biological and other special
products specified in Schedule
C intended to be used solely for
veterinary purposes.

. Patent or proprietary medicines
intended to be used solely for
velerinary purposes.
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SCHEDULE ]
[See Rule 106]
Diseases and ailments which a drug may not purport or claim to cure.
Blindness. Leprosy.
Bright's disease. Leucoderma.
Cancer. Lockjaw.
Cataract. Locomotor Ataxia.
Deafness. Lunacy.
Delayed Menstruation. Lupus.
Diabetes. Obesity.
Epilepsy. Paralysis,
Female Discases (in general). Plague.
Fevers (in general). Rupture.
Fits. Sexual impotence.
Glaucoma. Small Pox.
Goitre. Soft Chancre.
Gonorrhoea. Syphylls.
Heart Discases. Tuberculosis.
High Blood Pressure. Tumours.
Hydrocele. Venereal Diseases (in general).
Infantile paralysis
SCHEDULE K
[See Rule 123]
Class of drugs Extent and conditions of exemption
1. Substances  not  intended All 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 not purport to comply with the standard set out in
the Schedule to the Act.

The provisions of clause (c) of section 18 of the Act.

All the provisions of Chapter IV of the Act and the rules
thereunder, subject to the condition that each container shall
bear a label indicating that the substance is for veterinary use -
only.

All the provisions of Chapter IV of the- Act and rules
thereunder, subject . to the condition that the description on
the label or the container shall indicate that the medicine is
intended for administration to animals.
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Class of drugs

Extent and conditions of exemption

Drugs supplied by a registered

medical practitioner to his own
patient, or any drug specified in
Schedule C supplied by a
registered medical practitioner
at the request of an other such
practitioner if it is specially
prepared with reference (o the
condition and for the use of an
individual patient provided the
registered medical practitioner
is not (@) keeping an open shop
or (b) selling across the counter
or  (¢) engaged in  the
importation, manufacture,
distribution or sale of drugs in
British India to a degree which
renders him  liable o the
provisions of Chapter 1V of the
Act and the rules thereunder
and drugs supplied by a hospital
or dispensary maintained or
supported by Government or a
local body or by charity or
voluntary subscription.

. Medicine  supplied
veterinary  hospital

veterinary surgeon.

by a
or by a

7. Quinine sulphate

All the provisions of Chapter IV of the Act and the rules
thereunder, subject to the condition that, in the casc of a
medicine containing a substance specified in Schedule E—

(a) The medicine shall be labelled with the name and
address of the institution by which, or the registered
medical practitioner by whom, it is supplied ;

(b) If the medicine is for external application, it shall be
labelled with the words "Poison, For external use only,”

or, if it is for internal use with the dose ;

(¢) The name of the medicine or ingredients of the
preparation and the quantities thereof, the dose
prescribed, the name of the patient and the date of
supply and, in the case of a medicine supplied by a
hospital or dispensary, the name of the person who gave
the prescription shall be entered at the time of supply in

a register to be maintained for the purpose ;

(d) The entry in the register shall be given a number and that

number shall be entered on the label of the container ;

(e} The register and the prescriptions, il any. on which the
medicines are issued, shall be preserved for not less than
two years from the date of the last entry in the register or

the date of the prescription as the case may be,

All the provisions of Chapter [V of the Act and the rule
thereunder subject to the condition that in the case of a
medicine containing a substance specified in Schedule E the
container shall bear a label indicating that the medicine is
intendeu ror animal treatment.

The provisions of sub-section (a) (i) of Section 18 of the Act
to the following extent:—

(i) The colour of the drug may be pink, owing (0 its being
coloured with an edible pink colouring matter ;
(i) The B.P. test for readily carbonisable substances

produce a yellow colour of an intensity about four times
the colour produced with guinine sulphate conforming
to the B.P. standards.

(iii) Other Cinchona alkaloids present shall not exceed 6 per
cent, ; and

(iv) The residue on incineration shall not exceed 0.14 per
cenl,
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LIST OF AGENT>S IN PAKISTAN AND ABROAD FROM WHOM GOVERNMENT OF
PAK]STAN PUBLICATIONS ARE AVAILABLE

I.—INLAND
1. PROVINCIAL GOVERNMENT BOOK DEPOTS :—

Narth-West Frontier Province :—

Manager, Government Printing and Stationery, N.W.EP,, Peshawar.

Sind :—

Superintendent, Sind Government Book Depol and Record Office, Karachi (Saddar).
Punjab ; —

Superintendent, Government Printing Punjab, Lahore.

2. PRIVATE BOOK SELLERS :—

East Bengal :—
Messrs, The Pak. Co-operative Book Society Lid., Chittagong.
Messrs. Kohinoor Library, Ander-killa, Chittagong.
- Messts. Burhani Paper Mart, 11 Bangla Bazar, Dhaka.
Messrs. Qazi Khurshid Mustufa, 23-Rajani Choudhry Road, Gandaria, Dacca.
North-West Frontier Province: —
Messrs. Ferozsons, 35, The Mall, Peshawar.
Karachi ;—
Messrs. Acro Stores, 170, Napier Road, Karachi.
Messrs, Ferozsons, Bunder Road, Karachi.
Messts. Kitabistan, Ltd., 18, Hotel Metropole, Victoria Road, Karachi.
Messrs, Pioneer Paper and Stationery House, 1, Avan Lodge, Opp. Do. Medical College, Bunder Road, Karachi.
Messrs. Windsor Book Stall, Elphinstone Street, Karachi.
Messrs. Burhani Paper Mart, Campbell Street, Karachi.
Messrts. Pakistan Law House, opposite Small Causes Court, Karachi.
Messrs. The Bookland, Bunder Road, Karachi.
Sind :—
" lldesm. Educational Book Depot, Stationers and Book Sellets, School Rezd Hyderabad, Sind.
unjab :—
Messrs. Danishmand & Co. Khar Khana Bazar, Lyallpur.
Messrs. Ferozsons, Tue Mall, Lahore,
Messrs. The Punjab Religious Book Society, Anarkali, Lahore.
Messrs. Nawai Wagqt Publications, Lid., Lahore.
Messrs, Manzoor & Co., (Pak.), Lid., 6, The Mall, Lahore,
Messrs. A. M. John & Co., Katchery Road, P. B. No. 297, Lahore.
Messrs, The Publishers United Ltd., 176-Anarkali, Lahore.

I.—FOREIGN

The Embassy of Pakistan in Afghanistan, Kabul.

The High Commissioner for Pakistan in Australia, Dalon House (4th I‘lmt} 115, Pint Street, Sydney.

The Embassy of Pakistan in Burma, Rangoon.

The High Commissioner for Pakistan in Canada, Ottawa.

The Embassy of Pakistan in Egypt, Cairo.

The High Coumissioner for Pakistan in India, New Delhi.

The Ambassador of Pakistan in the U. S. of Indonesia, Hotel West India, Jakarta. .

The Embassy of Pakistan in Iran, Tehran. {
The Legation of Pakistan in [raq, Baghdad. ‘1
The Legation of Pakistan in Saudi Arabia, Jedda.

The Minister for Syria, Lebanon and Jordan, Legation of Pakistan A Roumanch, Damascus.

The Embassy of Pakistan in Turkey, Ankara.

The High Commussioner for Pakistan in United Kingdom, 34/36, Lownd Squire, London, S.W.-1.

The Ambassador of Pakistan to 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, Bouleveard Pereire, Paris, 17.

The Embassy of Pakistan in the Netherlands, No. 3, Plein 1813, The Hage.



