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II.—MINUTES OF THE FIRST MEETING OF THE DRUGS TECHNICAL 
ADVISORY BOARD HELD ON THE 2nd AND 3rd NOVEMBER, 1942, IN 
THE OFFICE OF THE DIRECTOR GENERAL, I.M.S., SECRETARIAT, 
NEW DELHI.

P r e s e n t  :

1. Lieut. General Sir G o r d o n  J o l l y ,  K.C.I.E.. K.H .P., Director
General, I.M.S. (Chairman).

2 . Maior General Sir J o h n  T a y l o r ,  I.M.S., Director, Central Research
Institute, Kasauli.

3. Dr. F. C. M in e t t -, D.Sc., M.R.C.V.S., Director, Imperial Veterinary
Research Institute, Mukteswar-.

4 . Dr. H. B . D u n n i c l i f f ,  C.I.E., Chief Chemist, Central Revenues.
5 . D r . B. B. D i k s h i t ,  M.B.B.S., D.P.H., M.R.C.P., Ph.D., Haffkine

Institute, Bombay.
6-. Mr. P. Das, B.S. (Pharmacy), M.S. (Pharmacy) (Michigan), C/o Stadco

Stores & Laboratories, Shillong.
7. Professor B i r e s  C h a n d r a  G u h a , Ph.D., D.Sc., (LoncL), Professor of

Applied Chemistry, University College of Science, Calcutta.
8 . Professor M a iia d e v  L a l  S c h r o f f ,  A. B. (Cornell), M.S. (M a ss ), Pro­

fessor of Pharmaceutical Chemistry. Benares Hiudu University.
9. Dr. A n i l  K u m a r  S e n , M.B. (CaL), Director Laboratories of Boilogical

Reseatch, Bengal Chemical & Pharmaceuticav Works, Calcutta.
10. Dr. S. R a j a g o p a l  N a id u ,  B.A., M.B.B.S., M.Sc., F.I.C., D.I.C.,

Chemical Examiner to Government of Madras.
11. Mr. A .F . MacCulloch . M.B.E., M.A., B.Sc., F.I.C., A.M.I., Chem. E.,

Chief Advisory Chemist to the Director General. I.M.S. (Secretary),
I. The Chairman read apologies for absence from Dr. Prasad and Dr. 

Kutumbiah, both representati' e o f the Medical Council in India.
II. Chairman’s remarks—A  copy of the Chairman’s remarks is attached 

as Appendix A. The Board decided to send a cop) o f thx Chairman’s remarks 
to Be. Colonel Sir Ram Nath Chopra.

After the Chairman’s remaiks Dr. A. K . Sen enquired regarding a letter 
dated the 14th October, 1942 which he had written to the St.jretary, Drugs 
Technical Advisory Board. Dr. Sen stated that in the letter he had given a 
formal notice for bringing a motion before the Be ard for the constitution of 
sub •committees by the Board, to scrutinise the Diaft Drugs Rules, 1942, Ho 
stated that Sir G. S. i ajpai had given an assurance in the Central Legislature 
on behalf o f the Government that this procedure for framing of the Dn;gs 
Rules under the Drugs Act would be followed. After some discussion on this 
question, the Chairman suggested that in order to save time, the Draft Rule? 
may be considered item by item and if in course of discussion, the necessity 
for appointing sub committees arose, it might be then considered. The Boaid 
agreed to this suggestion and proceeded to the consideration of the rules.



n i .— C o n s id e r a t io n  o f  t h e  d r a f t  d r u g s  k u lU s , 1942

PART I

Rule 1 (3) —Some members o f the Board were o f o p j n(jia, that
to ensure uniformity in ^ j J ^ F r o v i S a l  Governments, the Cen-

that Committee should already have been constituted.
Proviso to Rule 7 ( 3 ) - It was the opinion of der thl8 Rute

that the Central Government before issuing any notificatio . 
should consult the Drugs Technical Advisory Board.

PART II

RuU 3 (iii) 'A considerable amount

jeS S S xeeae^ Cjt-.ig 7 __Tlie Board agrees to the publication o f the . chedu e
in Schedule B, but wishes to point out that it ^  rJ ” g “ R ulc»
detail in the light o f criticism received after publication
(or objections,

P A R T  III
Rule 9.— A considerable discussion took place o y e r  patent and Pr0P ^ taI 

r  • jn the indigenous systems of medicines which contain drugs 
r  X a t h S  s s tS i o f medicine. Members were apprehensive lest the 

dieenous systems of medicines would be used as a means of evading control 
The Board would like to be assured by Government t h a t  a n y  m edicinesofthe 
indigenous systems which contain Allopathic drugs would be subject to control.

Rule 12 (»)<— In line 3 change ‘ and 't o  'o r  ’ ,
Rule 15 & 1 6 .-  No provision is made for with-holding the ^ s tra tu m  

,  Batent and proprietary medicines o f no therapeutic value, e
* * nxious that there should be a full disclosure of the composition of patent and 
Proprietary medicines on the label of containers of such medicines on the same 
?  °«T s  section II of the Pharmacy and Medicines Act, 1941, of Great Britain, 
it was considered doubtful if any rule enforcing the full disclosure of the com- 
^ t f o  n o f medicines can be made tinder the Drugs Act, 19-10. If it is possible 
thp Board urges on Government the insertion of a rule to this effect. The evi 
results "o fth ecl ass of medicines known as “  Secret Remed.es ”  are well known 
and their eradication from India would be a very useful step in the control 
of the drug trade.

3

It was pointed out that an applicant for the registration o f a patent 03 
proprietary medicine had by paragraph 2 o f Form 3 to send in copies of tlie 
labels and wrappers intended to be used. A sentence is recommended in lino 
4 o f Rule 15 after the word ‘ medicine ’ as follows

“  Or if the labels and wrappers do not confirm to the Drugs Rules ” .
Rule 18.— The Board notes that the fee o f Rs. 10/'- is nominal and quite 

insufficient to cover the cost o f test,

PART IV

Rule 21 (6).—The Board suggests that the Central Government should 
specify in the rules the official who will perform the duties of licencing autho - 
iity.

Rules 2 3 - ‘25.— The Board suggests that the rules for an import licence 
should be on the same lines as sections 23 and 24 o f the Therapeutic Substances 
Regulations of Great Britain, 1931, including the form o f import licence. In 
particular there should be only one agent in India for the import o f any one 
manufacturer of items under Schedule C. The Bcaid is strongly o f opinion 
that much more rigorous control would be exercised over items in Schedule C 
by having ‘ a sole agent ’ in India for a manufacturer abroad. The Board is 
also of opinion that the right to inspect manufacturing premises abroad should 
be included in the rules and that the rules on this matter should be the same as 
for firms in India manufacturing these items.

Rule 28.— The Board recommends that there should be an appeal to the 
High Court as is the case with manufacturers in the tJ. K . and that the proviso 
to Sections 2 (4) o f the Therapeutic Substances Act, 1925, should be added to 
this rule. The Board considered that this was a reasonable concession to the 
licensee.

Rule 20.—-A Considerable discussion took place over the import o f drugs 
specified in Schedule C or C (1) which were approaching the date on their label 
beyond which they should not be used. Members were apprehensive that if  
no time limit was inserted, some consignments o f diugs under this Schedule 
might be imported which were near the expiry date. It was pointed out that 
drugs under this schedule are manufactured by reputable firms with such a 
potency that they are still at or about their leputed strength at their c xpiry 
date, and consequently ha\ e a very high potency even at the date on which it 
is stated that they should no longer be used. It was decided not to alter this 
rule.

Rules 32-33.—The Board notes that there are some differences between 
Draft rule 32 and the iuIcs for a reseaich licence in the U. K . es stated in Sec­
tion 25 of the Therapeutic Substances Regulations, 1931. They recommend 
that the latter should be used as a model for amending Rule 32.

The following alterations to draft rule 32 and to Form 9 will result
Add at end o f paragraph (b) “  Or in such other places as the licensing 

authority may from time to time authorise ” .
Insert the word ‘ prior ’ before the word ‘ notice ’ , in line 2, paragraph (c). 
Insert the word ‘ and ’ before ‘ to inspect ’ in line 3, paragraph (c).
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Replace ‘ to ' by ' and ’ inline 4 of paragraph (e).
Replace ‘ four ’ by ‘ one ’ in paragraph, (c).

Form (9 ) .-  Insert after ‘ shall ’ in line 1 o f paragraph 3 unless previously 
suspended or revoked

Insert in line 4 o f paragraph 1, * or in such other place as.’ the licensing 
authority may from time to time authorize. ’

Rule 36 {Hi).—Insert the words ‘ average British or United Stales Phar­
macopoeia 1 ’ between the figure ‘ 100 ’ and the word ‘ doses’ for the reason that 
in. the B. P. or TJ.S.P. the dose varies within wide limits, In the proviso insert*
‘ in an exceptional ease ’ after ‘ may ’*

Rule 38 (ii) — Delete the phrase ‘ or in the alternative----- standard’
in line 5— 7, as it is redundant.

Rule 40 (2 ) .-  The Board considers that any alteration authorised by the 
Customs Collectors must be carried out under the supervision o f a Customs 
official before the drug is released for sale and that this should be stated in the 
tule.

The Board notes that no rule has been drafted prescribing the places at 
which drugs may be imported and prohibiting their import at any other place 
according to Section 12 (2) ( / )  o f the Drugs Act,

PART V
. / /  Rule 43.— The Board recommends the insertion of the following quali- 

V ' fixations in place of the draft qualifications of Government Analysts :—
A  person who is appointed a Government Analyst under the Act shall be a 

person who :—•
(a) is a graduate in medicine or chemistry o f 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 o f

(i) a Government Analyst appointed under the Act,
(ii) a Chemical Examiner to Government, or
(Hi) a fellow of the Institute of Chemistry o f Great Britain (Branch B).

or
(b) has a first or second class degree in Pharmaceutical Chemistry ot

Pharmacy, or a post-graduate degree in Chemistry with Phar­
maceutics as a special subject from a university recognised for 
the purpose by the appointing authority and has had not less tliah 
two years post-graduate cxpcriencc in the analysis of drugs in 
a laboratory under the control o f

(i) a Govt. Analyst appointed under the act,
(ii) a Chemical Examiner to Government, or
(its) a Fellow o f the Institute of Chemistry o f Great Britain 

(Branch E).
or

• (c) is a Fellow of the Institute of Chemistry of Great Britain (Branch E).
P ro v id e d  that for the purpose of the examination o f  items in Schedule C 

the person appointed shall be a graduate in medicine of a University recognis­

ed for the purpose by the appointing authority who has had not less than 3 
years experience o f testing biological products in items o f Schedule C in an 
institution approved by Government.

Provided that for a period o f four years from the date on which Chapter 
IV  of the Act takes effect in the Province persons whose qualifications, train­
ing 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 o f adequate knowledge and competence may be appoint­
ed as Government Analysts.

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

The appointment o f a Government Analyst and the terms of his appoint6 
rnent and removal from his post shall require the approval o f Government.

Rule 44.— Insertion of Rule 44 (ii) as follows is recommended 
“  A  Government Analyst will from time to time forward to Government 

bulletins giving the result o f analytical work and research for 
publication at the discretion o f Government for the use o f the 
drug trade

Rule 48 (a).— In line 1 after ‘ Pharmaceutical Chemistry ’ Insert the words 
“  or post-graduate degree in Chemistry with Pharmaceutics as a special sub­
ject ” ,

Alter the first proviso to read as follows
“  Provided that only those inspectors who have had not less than three 

years experience in the manufacture and testing o f substances 
specified in Schedule C in a laboratory approved for this purpose 
by the licensing authority, shall be authorised to inspect the 
manufacture o f items mentioned in Schedule C

In the third proviso, in line 3, after the word ‘ department ’ insert “  who 
is a registered medical practitioner or a graduate in science ” ,

Rule 49.—Tn line 2 delete “  Chief Administrative Officer o f the Province ”  
and insert “  Provincial Government The Board felt this should be done 
in order not to restrict choice to this official.

Rule 52 (2).—Line 2 after the word “  inspect ”  insert ‘ not less than twice 
■a year ’ . In line 3 delete ‘ investigate fully ’ and ‘ in actual operation ’ . The 
latter deletion is proposed to prevent unnecessary disclosure o f tiade seeicts 
for carrying out a manufaetuiing process. Only general metheds o f manu­
facture require to be revealed as a rule.

PART VI
Rule 59.— This Rule should read 1 Licensing Authority meansthe authority 

appointed by Govt, to perform the duties o f the licensing authority under these 
rules

In line 3 insert ‘ Govt. ’ for Chief Administrative Medical Officer
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The reason for this recommendation is to bring it it.to line with Rula 
21 (b).

In Form 17, 2 (4) delete ‘ cold ’ in line 1.
Rule 63.—-In line 5 replace ‘ adequate ’ by ‘  proper
Rule 64.—-Delete ‘ and ’ in line 2 of sub-section (4) (e) and add after ‘ no. 

the words ' and if  the drug is post-dated according to section 105 of these 
Rules The Board recommends that a record be kept o f sales under Section 
105.

In Buie 64 (11) add ‘ Pharmaceutical Chemist’ after ‘ dispensary’ in 
line 4.

In Rule 64 (11) Explanation (a), insert after ‘ Chemistry ’ the words ‘ o f 
an institution approved by the licensing authority.’

In Rule 64-A(2) line 2, alter ‘ Central Govt. ’ to ‘ a High Court o f Judica­
ture ’ as High Court is the authority o f appeal indicated in the United King­
dom by the proviso to Section 2(4) of the Therapeutic Substances Act o f Great 
Britain, 1925, for manufacturers o f items specified under Schedule C.

The Board recommends the insertion of the 4th Schedule to the Poisons 
Rules, 1935, o f Great Britain. This will result in the addition o f the following 
Rules at 64 (8 to 10).

Rule 64 (8 ).— Substances specified in Schedule H shall not be sold by 
retail except on and in accordance with the prescription o f a registered medical 
practitioner.

Provided that no prescription shall be required for sale or supply to a 
registered medical practitioner, hospital, infirmary or an institution approved 
by an order o f the Licensing Authority.

Rule 64 (9 ).- For the purposes o f Rule 64 (9) a prescription shall
(a) be in writing and be signed by the person giving it with his usual

signature and be dated by him ;
(b) specify the name and address o f the person for whose treatment it

is given ;
(c) indicate the total amount o f the medicine to be supplied and the

dose to be taken.
Rule 64 (10).— The person dispensing the prescription shall comply with the 

following requirements
(а) the prescription must not be dispensed more than once unless the

prescriber has stated thereon that it may be dispensed more than 
once ;

(б) 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 direction ;

(c) at the time o f dispensing there must be noted on the prescription, 
above the signature o f the prescriber the name and address of the 
seller and the date on which the prescription is dispensed.
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PART VII
Rule 66.— Line 4, in place c f  ‘ chief medical cIBcer c f  a proVir.ee ’  insert

* licensing authority appointed by the Provincial Government \
Rule 68 (2).— In place o f (1) and (2), Insert the following

(1) a graduate in Pharmacy or Pharmaceutical Chemistry o f a University
recognised by the licensing authority,

(2 ) a graduate in science who for the purposes o f his degree had studied
chemistry as a principal subject and has had at least two years 
practical expeiience in the manufacture o f  diugs, or

{3) a person whose general training, knowledge o f chemistry and piactica 1 
experience, extending over not less than thiee yeais, in the 
manufacture o f drugs are in the opinion o f the licensing authority 
adequate.

Rule 72 — The inspection fee o f Rs. 30 is considered to very inadequate- 
The Board strongly recommends raising it to Rs. 100. It probably will 
take an inspecting officer a week to carry out an inspection o f  a premises 
licensed to manufacture drugs specified in Schedule C.

Rule 76.— Line 6, replace ‘ investigate ’ by ‘ inspect ’ .
Rule 81-A(b).— Insert ‘ High Court ’ for * Central Government ’ as High 

Court is the authority for appeal in the case o f manufactuieis under Section 
2 (4) o f the Therapeutic Substances Act o f  Great Britain 1925.

PART VIII
Rule 84.— Line 2, ‘ is sold It is not clear to the Board why regulations 

for the sale o f drugs manufactured for examination tests and analysis are 
neccssary. The Board considers that the Drugs are manufactured for the 
purposes o f research only as explained in Rule 88-A.

The use o f the word ‘ investigate in line 4 o f  Rule 88(6) would seem to 
indicate that the drugs manufactured under this licence cannot be sold.

Rule 86.—Alter ‘ Chief Medical Officer o f the Provinco ’ to ‘ Licensing 
Authority ’ ..

Rule 88-A(b).—-Insert ‘ High Court ’ for ‘ Central Government ’ as High 
Court is the authority for appeal in the case o f manufacturers under Section 
2(4) o f the Therapeutic Substances Act o f Great Britain 1925.

PART IX

Alter the heading to ‘  Labelling, Packing and Advertisements
Rule 91.— In lines 1 and 2 of the proviso, alter ‘ ampoule ’ to ‘ capsules 

and cachets ’ , as it is considered that all ampoules o f Schedule C items, as 
stated in Rule 104 should be individually labelled, but such items o f C (1) 
drugs or other drugs in the form o f cachets, capsules, tablets, etc., should not 
be individually labelled.

Rule 92.— Delete1 for internal use ! in lino 1, as para. 2 deals with medicine# 
for external application.
Ml424DofHeaith
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Tiule 98.— 11 is understood from section 43 of tlic memo, that all patent and 
proprietary medieinoB liave to be registered at tlie Central Drugs Laboratory 
whether they have the formula printed on the label or nê t. The Board has 
some doubt whether this decision has the authority o f the Act behind it, as 
from Section 1ft (d) o f the Drugs Act one coidd infer that only patent and 
proprietary medicines which have no for mala, on the label have to be register­
ed at Central Drugs Laboratory.

Jiule 101.— This rule may be reconstructed as follows
‘ Diseases which a drug may not purport to cure No drugwhi h by 

means of aiiy statement, design or device accompanying it, or 
issue, or displayed in connection with it, or by any other means 
purports or claims to cure any disease ®r ailment specified in 
Schedule 1, or to procure, or assist to procure the miscarriage o f  
women, may be sold, stocked or exhibited for sale.

The latter part is taken from Section 9 o f the Pharmacy and M e d ic in e s  
Act 1941 o f Great Britain.

PART X
Mule 105.—Line 2, delete ‘ or stock ’ as the prohibition is of sale o f  

substance after prescribed date.
Rule 109(h).—-Add ‘ except preparations which, after being sealed in the 

containers, have been sterilised by heat in a manner satisfactory to the licens­
ing authority ’ to bring it into agreement with (g).

Rule 111 (a).—Page 28, line 2—-Printer’s error. Insert ‘ t ’ before ‘ he ’ .
Rule 112.—Add as second paragraph to Rule 112 (1)

“  When an antiseptic other than a phenolic antiseptic is- used the dilu­
tion to be employed shall be that approved by the Licensing 
Authority. ”

The Board recommends the insertion o f this sub-section as iron-phenolic 
antiseptic such as phenyl mercuric nitrate are now used.

Rule 116.— Insert the lines 9 and 14 after ‘ symptoms ’ ‘ within 7 days \

On page 34, Form 4, Rule 7 is an error for Rule 9.

Rule 4 2 —-In Form 18, add as item 4 o f conditions of licence r-—

‘ No drug in Schedule C (l) shall be sold unless the precautions necessary 
for preserving the properties o f the contents have been observed 
throughout the period during which it has been in the possession- 
o f the licensee

The Board considers that conditions o f storage are the most essential 
factor in the Control o f Schedule C (l) drugs.

S c h e d u l e  C.

After Part X  in Line 1 add ‘ and Schedule F ’„
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Schedule C (1).
After 73 in line 2 add ‘ and P u t  IX  of Schedule F. ’
In para. 4 delete ‘ and other vitamin preparations ’ .
A d d : -
5. Preparations containing any vitamins in a form not to be administered 

paienterally.
6. P. eparations containing livei extract in a form not to be administered 

parenterslly.
Preparations containing hormones in a form not to he administered paren* 

terally.
Page 5 4 .- Line 27, the wcrd ‘ pomegranate ’ is misspelt.
Page 57.— Delete Sulphonal; alkyl sulphonals frc m Part 2 of list of Poisons 

Rearrange Part 2 into corrcct alphabetical order. Delete the item ‘ Sulphani- 
lamide etc. ’ and enter the following as a separate item on pege £6 after Oxv- 
cinchoninic Acid. * Paraammobensenesulphc namicle ; its salts, derivatives 
o f para-amincbensenesulphonamide having any of the hydrogen atoms of the 
para-amino group or of the sulphonamide group substituted by anoth< r redical 
their salts. ’

Page 60, ScJtedule F. Part 1(B), 4(3).— In line 2 the Beard agrees to 
delete the words ‘ unless the licensing authority giants exemption ft cm this 
provision ’ . The Board is influenced in this decision by the fact that the 
animal may be suffering from some disease which may not be disgncsed until the 
animal is killed. The Board realises that this dcloticr. may cause considerable 
difficulty and additional expense to institutions manufacturing this vaccine 
lymph but at the same time they would bo grateful if the Central Government 
would urge Provincial Governments to accept the deletion.

Page 63, Schedule F. Part 1(D), 4(2).— Line 6, printer’s ericr, ‘ srniraT, 
should be ‘ animal ’ .

Ti e Board suggests that the provisions regarding Part II  (E) Tetanus’ 
Toxoid should te  entered at the ehd o f Pert 1 c f  Schedule F.

The Board recc mmerds that- gss-gargier.e ar.tiicxr« ir. Part IV should be 
placed te got Lor in this section, that is that t ie  sections dealing with sodematiens 
Vibncn Septieiuc and ELstolyticus on pages 85 to 60 should follow immediately 
after Perfrir.gor.s on page £0 and precedc the section on Anti-nenmocceca.'. 
The letter heading each section n a y  he clanged accordingly.

Page 85, Pari IV  (J) 3(2) . - -In line 5, delete the following
‘ A solution o f the separated antitoxic globulins shall net contain more 

than ] ft% of sol.d matter ’ .
At the end o f Part IV cn page 89 add ‘ Provisions nppr.ee lie  to Antivenom 

Serum (Ar.tiver.t ne). A < e py < f the p;c\ h.iens is s tti chi d s s pe.tc.ix B.
T:.c Board suggests inclusion c f  tests for this serum as it is largely mado 

in India.
Page 89, Purl V, line I.—Insert 1 Nco ’ before ‘ Salvarsan ’ .
Page 97.—The Board rccommenus thiit Parts IX ' X  ciiid XT shculd te 

amalgamated into one Part IX , having letters.
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A Digitalis group of dings and Ergot and its Denvatives.
B Fish Liver Oil.
C Liquor Adrenalinae Hydrcchloridi.
‘ And vitamin preparations ’ should be deleted ficm  lire 1 o f the present 

Part X  as this item Las now a separate section.
Under the heading Part IX  insert ‘ All substances specified in Schedule 

C(l) sLall be stoied in a ccol place and away fit m light .
Page 97, 98 and 99.— Liquor Adienalinae H ydicch lon d i mis-spelt.

should . The peimissible limit o f error is ±  10 It
.a s  S S e i e d  that this, was a matter for the consideration o f the Cential
Diugs Laboratoiy.

Containeis—The sentence should ic-ad as follows :
‘ The container shall be made of nor.-alkalii.e, t.mlor colcnifd icsistanco 

glass
At the end o f Part IX  insert . -

(D) Preparations containing any vitamins in a form  iwt to be adminis­
tered parentoially.

Tests
Drugs vH en ™  d d  1*  srrlrmttal lo  ILc t a t .  P « n W

in tlic British Pharmacopoeia or 1 L0 United bi^U* lharm«.co
pocia. . .

(E) Pieparations containing liver extract in any form not to be adminis­
tered paiontexally.

Tests
Drugs containing liver exlicct .M l  t . r d  t .  the M  .  g n

ed in the British Pharmacopoeia c i  the United State. lU i in a
ccpoeia. 1 . .

(F) Picpaiaticns containing hcimcr.cs in any.fcim  not to be aamims-
teied paienteially.

Tests.
Diugs containing hoimcr.es shall be submitted to the tests piescribed 

by the Licensing Authority. 
p  ge 100 — The Boaid recommends that the fourth schedule o f poisons in 

the Pharmacy and Poisons Act c f  1933 of Great Bn am be inserted as 
Scl-edule H  le-letteiir.g the later schedules accordingly. An up-to-date 
copy of the Schedule is attached as Appendix L.

Schedule I may be divided into two sections as follows
Section A.

B ind.'.ess Diabetes
B.ight’s disease ■ Epilepsy
Cancer * lts
Cat ai act S ? tv ’
Decayed Menstruation Heait Diseases

/
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High Blood Pressure Paralysis
Infantile Paralysis Rupture
Leprosy Sexual Impotence
Leucodeima Small Pox
Lockjaw Trachoma
Locomotor Ataxia Tuberculosis
Obesity Tumours.

Section B.
The following diseases and ailments using the nomenclature as a general 

expressions :—
Female Diseases Fevers Venereal Diseases.

Page 103— Alter 117 in Rule 117 to 118.
Section 5 (Class of Drugs).—It was icccmmended that the following draft 

should replace the existing draft.
Drugs supplied by a registered medical practitioner to his own patient 

or drugs in schedule C supplied by a registeied medical practitioner at the 
request o f another such practitioner if it is specially piepared with lefeience 
to the condition and for the use o f an individual patient piovidedthe registeied 
medical practitioner is not (a) keeping an open shop or (b) selling acioss the 
counter or (c) engaged in.the importation, manufacture, distribution or sale 
o f diugs in Biitish India to a degiee which rondeis him liable to the provisions 
o f Chapter IV  o f the Act and rule s thereunder or drugs supplic d by a hospital 
or dispensary maintained or supported by Government or a local body or by 
charity or voluntary subscription.

IV. In accordance with Section 5(4) o f the Drugs Act, the Board recom­
mends that 7 membeis including the Chaiiman ar.d Seeietaiy should constitute, 
a auorum-for mootings. Either the Chaiiman or the Secretary must be present 
at a meeting o f the Board.

V. The Board recommends the addition o f the United States Pharma­
copoeia to the standards for ‘ other diugs ’ in the Schedule to the Diugs Act, 
1940, and as ‘ another Pharmacopc eia ’ to bo added to Section 3 (d) o f the Drugs 
Act, 1940. Add ‘ of the United States Pharmacopoeia ’ in line 2 o f Part X II o f  
Schedule F o f the Drugs Rules.

VI. The Board urges Government to constitute the Central Diugs Labo­
ratory at the earliest possible date so that it bo in a position to begin the work 
which it is called upon to do under the Drugs Act, 1940.

It was agreed that a statement showing the existing organisation and the 
proposed organisation of the Central Diugs Laboratoiy may be circulated t o ‘ 
members o f the Board.

VII. The Board suggests the early information o f a central library o f 
literature pertaining to the regulation of the sale and manufacture o f drugs in 
other countries.

V III. The Board recommends strongly that legislation should be proceed­
ed with by Government at an early date for the control o f Pharmacy in India. 
Members point to the fact that the United Kingdom, despite the War, proceeded

- with passing, in 1941, a very controversial piece o f drug legislation in the Phar­
macy and Medicines Act, 1941.
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A P P E N D IX  A .

Chairman's remarks.

Gentlemen, in welcom ing you  today to this the first meeting o f the Drugs Technical 
A dvisory  B oa id , [ would like to refer back to the R eport o f the Drugs E nquiry Comm ittee 
presided over by m y distinguished colleague and old  friend Colonel Sir Ram  Nath Chopra 
w ho, as the leading Pharm acologist of this country, has done m ore than any other man 
tow ards the form ation o f a  sound scientific and ethical basis on which to  build the drug 
industry o f India. The report o f the Chopra Comm ittee was itself a powerful factory  in 
preparing G overnnunt, the Legislature and the public for the introduction o f the Drugs 
A ct  and  the establishment o f tins Board, and I am sure you will all jo in  with me in ack­
now ledging the debt which India owes to Sir Ram  Nath Chopra and our satisfaction that 
he is still actively engaged in the task to do investigation and research in  the field o f drugs 
which he has made his life study.

I  w ould  also like to  pay tribute to those leading drug manufacturers o f India who, 
like the great international houses, have refused to  listen to  invidious suggestions for  tho 
lowering o f standards or to countenance the production  and sale of lo  w-grade pharmace uti • 
cals.

Follow ing the report o f the Drugs E nquiry Com m ittee in  1931, a long period o f in­
cubation ensued before the hatching out in 1940 o f the bill “  to regulate the im port, m anu­
facture, distribution and sale o f drugs ”  which passed into law as the Drugs A ct, 1940* 
U nfortunately, the im plem enting o f m ost o f the recom m endations o f the Drugs Enquiry 
Com m ittee has taken place in an abnormal period when all other considerations have had 
to  g ive  w ay to  measures essential for the prosecution o f the war, and for this reason there 
has been considerable delay which cou ’d otherwise have been avoided. Y ou  will be aware, 
how ever, that as far back  as 1936 the Governm ent o f India, without waiting for  legislation, 
proceeded with the form ation o f a nucleus o f the Central Laboratory recom m ended in the 
Chopra R eport, which thry exiled the B iochem ical Standardisation Laboratory and which 
was established in Calcutta under the Directorship first c f  Colonel Chopra and latterly o f 
his pupil D r. B . M ukerjee. This laboratory has been o f the greatest value in carrying out 
m uch necessary work prelim inary to  the cstablkhm ent o f the Central Drugs Control 
L aboratory  w hich is a prim ary in ju cticn  o f the A ct. I m ay add that the B iochem ical 
Standardisation L aboratory has participated in the war effort by  undertaking the testing 
o f drugs and other m edical preparations requiied  by the Ax m y.

A nother principal d irection o f the A ct Is the form ation o f the Drugs Technical A d  viscry 
B oard . Y ou  will note that the ob ject o f our B oard is “  to  advise the Central Governm ent 
and the Provincial Governm ents on technical matters arising out o f the adm inistration 
o f  the A ct  and to  carry out the other functions assigned to  it by  the A ct. ”  Governm ent 
have fe lt that a necessary preliminary to the adm inistration of the A ct is the form ulation 
o f  rules laying.dow n the functions o f the Central Drugs Laboratory and the various pro­
cedures ano prescriptions required under sections 6, 12 and 33 o f the A ct. I  h e fe  ihat, 
when these Rules have been agreed upon, the Central Drugs Control Laboratory' will come 
in to  being. I t  is the duty  o f Governm ent under the A ct  to  make these rules. 'Govern­
m ent have drafted them  and, as prescribed by  the A ct, have called us in consultation 
to consider tLcm . Their letter icad s as follow s :—

“  I  am d irected to forward 30 copies o f the draft Rules under the Drugs A ct, 19<0 
(X X I I I  o f 1940) and o f a m em orandum  on the draft rules and to request 
that a copy  o f the draft rules and m em orandrm  m av v r supplied to  each 
m em ber o f the Drugs Technical A dvisory  B oaid  ar.d -.hr* it m ay be 
ascertained whether the Board hasanv gestions to  in K . modification
o f the draft rul^s before thev arc published for  object - r* The reasons
fo r  any m odification which the B oard may suggest should stated.

2. I  am to  invite attention to  paragraph 3 o f the m cm orandi ! • • to request
that the views o f the B oard m ay be obtained o:. the quest < hat cthet
pharm acopoeia in  addition to the British P haim acopoeiashouid  U  prescribed ..
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for  the purposes standards o f indentity, p erity  and strength o f dreg* 
oilier than sera, vaccines, vitamins and sim ilar products. In this connection 
} niy\ to say that it has been suggested that the standards o f all authoritative 
pharm acopoeias should be recognised su bject to the condition that when 
{•ho ctnndard d :ff<rs from that laid dr-wn in the British PI armaecpoeia the 
siHiii • ;f the pharm acopoeia shall be clearly stated on the label o f the con-

Y ou  will observe that our advice is sought on two points, first on the draft rules and 
secondly a6 io  ;■ i , h pharm acrpocice in o.dditicr. to tLe Biiti.* h ones, it is desirable to in ­
clude in the ached^ie to the Act. The draft rules have bee n circulated to you all for 
com m ent and the comm ents have also been circulated. A  point I should like to em p h a sis  
is the need to obtain a set o f rules which w>ii be acceptable net only to the Government o f  
India but to the Provincial Gcvernmc nts on whom rests the responsibility for  administer­
ing the A ct within their boundaries. I t  is, therefore, l.rpc c1 that there drait rales, amende d  
whore necessary on our advice, will b e  accepted sls a m odel b y  Local Governments anti 
adopted by them.



A P P E N D IX  B.

P r o v is i o n s  A t> m cA iiL E  t o  A n t i v e n o m  S e r u m  ( A n t i Ve n e n e ) .

Definition and Proper Name.

1» Antivenom  Serum (or antiVenene) is the serum or the globulinB containing the 
Specific neutralising substances separated from  the blood  o f animaJs which have been 
i m m u n i z e d  against the venom  of one or more poisonous snakes. The proper name o f the 
Biibstancc is Antivenom  Serum (or antivenene) follow ed by  names o f the species o f snake 
or snakes against the venom  or venom s o f which it has been prepared.

Standard preparations*

2. T he standard preparations are quantities o f  the dried venom  o f the Indian C cbia 
( Naia tripudians)*

R ussell’s V ip e r  (Vipera rtisselli).
K ep t at the Central Research Institute, Kasauli*

Quality♦

3 (1 ) Antivenom  serum (or anivenene) shall be issued for  therapeutic use in the fo im  o f 
eithei—

(а) the serum separated from  the b lood  or plasma o f im m unized animals ; or
(б) the solution o f the globulins containing the specific neutralizing substances ; or
(c) a d ry  pow der prepared from  (i ) the natural serum or (it) the globulins containing

the specific neutralizing substances.
(2) I f  issued in fluid form  the liquid shall, at the tim e o f isfcUe, be clear or show, at 

m ost, a very slight opalescence or-precipitate. Preparations o f the natural serum (the 
liaa id  production  of decantation o f the coagulated blood  w ithout any addition , other than 
antiseptic, or subtraction) shall not contain m ore than 10 per cent, o f total solid matter. 
A  solution o f the separated neutralizing globulins shall not contain m ore than 20 per ccnt. 
o f  total solid m atter.

Strength.

4 (1) The potency o f antivenom  serum (or^ntivenene) shall be determ ined in a cccid - 
ance w ith a m ethod approved  by  the licensing authority.* * •

Labelling.

6 (1) The label on  the container shall indicate r—
( а )  t h e  p o t e n c y  o f  th e  p r e p a r a t io n  e x p r e s s e d  as t h e  W e ig h t o f  d r ie d  v e n o m  o f  e a c h

species o f poisonous snake against which it is prepared, which is neutralized
U n d e r  t h e  m e t h o d  o f  t e s t  e m p lo y e d ,  by o n e  c u b ic  c e n t im e t r e  o f  th e  s e ru m

(б) the total num ber o f cub ic centim eties in  the container.
(2) T he label on  the container or the label or wrapper on the package shall indicate the 

nature o f the particular product, that is to  say, whether natural serum, or a solution o f the 
g lobulins containing the spetiftc neutralizing substances, or a dried natural serum or dried 
globuuQS.
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A P P E N D IX  C.

S c h e d u l e  H .

Substances required to  bs sold by retail only upon a prescription given by a reeis- 
tered  inudjcal practitioner, 6 J

A m idopyrine ; its gaits.

Barbituric a c id ;  its salts ; dsrivatives o f barbituric a c id ;  their sa lts ; com pounds 
o f  barbituric acid , its salts, its derivatives, their salts,with any other substance.

D initrocresols ; dinitionaphthols ; dinitrophsnols ; dinitrothym ols.

P*ra-am inpb3nraa33ulphonimtde ; its sa lts ; derivatives of para-aminovenzenesul- 
p h m im .d a  having any o f t i e  hydrogen atoms o f the para-amino group or o f the sulphona- 
m ide group substitute by  another radical ; their salts.

Pti-invlcinchoainic acid  ; salicyl-cinohoninie acid ; their salts, thsir estera.
Su lp h on al; a lkylsu iphonals,

(Sd.) J. B . H A N JE , M ajor General, I . M .S ., 

Chairman, Drugs Technical Advisory Board.

14-3-44.
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