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AGENDA FOR THE FIRST MEETING OF THE DRUGS
TECHNICAL ADVISORY BOARD

I.—Consideration of the Draft Drugs Rules, 1942, and comments
made on them by members of the Board.
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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
TH4E OFFICE OF THE DIiRECTOR GENERAL, LM.S., SECRETARIAT,
NZW DELHIL

PRESENT :

1. Lieut. General Sir Gorvon Jorry, K.C.I.E., K.H.P., 1. M.S., Dircctor
General, I.M.S. (Chairman).

2. Major General Sir Joun Tavrowr, I.M.S., Director, Central Research
Institute, Kasauli.

3. Dr. F. C. Minert, D.Sc., M.R.C.V.S., Director, Imperial Vetermary
Research Institute, Muktewar

4. Dr. H. B. DUNNICLILI- C.1.E., Chief Chemist, Central Revenues.

b. Dr. B. B. Diksurr, 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 & Laboratorics, Shillong.

7. Professor Birns (manpra Guua, Ph.D., D.Sc., (Lond.), Professor of
Applied Chemistry, University College of Science, Caleutta.

8. Professor Mamaprv Lar Scurorr, A. B. (Corneil), M.S. (Mass), Pro-
fessor of Pharmaceutical Chemistry, Benares Hmdu University.

9. Dr. Axm. Kumar SN, M.B. (Cal.), Director Laboratories of Boilogical
Research, Bengal Chemi- -al & Pharmaceuticax Works, Calcutta.

10. Dr. S. Ragacoran Namu, B.A., M.B.B.S., M.Sc., T16., BlC,
Chemical Examirer to Government of Madras.

11. Mr.A.F. MacCurrocu, M.B.E., M.A., B.Se., F.1.C., AM.I., Chem. E,,
Chief Advisory Chemist to the Director General, I.M.S. (Secretary).

I. The Chairman read apclogies for absence from Dr. Prasad and Dr.

Kutumbiah, both representati- e - of the Medical Council in India.
TI. Chairman’s remarks— A copy of the Chairman’s remarks is attached

as Appendix A. The Boeard decided to send a copy of the Chairman’s remarks
to Bi. Colonel Sir Ram Nath Chepra.

After the Chairman’s remezks Dr. A. K. Sen cnquired Ie‘rardmg a letter
dated the 14th October, 1942 which ke had written to the St:retary, Dxuga
Technical Advisory Board. Dr. Sen stated that in the letter he had given a
formal notice for bringing a motion before the Beard for the constibution of
subs-committees by the Board_ to serutirise the Diaft Dxugs Rules, 1942, Ee
stated that Sir G. S. 1 ajpai had given an assurance in tLe Cential Legislature
on behalf of the Government that this precedure for fiaming of the Diugs
Rules under the Drugs Act would be followed.  After scme discussion 6n ihla
question, the Chairman suggested that in oider to save time, the Draft Rules
may be cons1dercd ifem by item and if in course of discussion, tlic nceessity
for appointing sub committees arcse, it might be then considered, The Boaid
agreed to this saggestion and pi i0cceded to Lhe consideration of the rules,
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111.— GONSIDERATION OF THE DRAFT DRUGS KULES, 1942
PART 1
Rule 1 (3)—Some members of the Board were of opinion that in ordef’
%o ensure uniformity in enforcing these rules thrgug'hout British India, gmh.
is, in areas administered by the Central and Provincial Govgrnme_ntsr the Cen-
tral Government, before issaing any notification in the official Gfxzette, as con-
templatedijn-]‘)‘raft Rule I(3), should consult the Drugs consultative Committee

as envisaged in the Drugs Act, 1940, Sec. 7 (9).- {n the opinion of some members
that Committee should already have been constituted.

Proviso to Rule I (3)—1It was the opinion of some me.xnbers of the Boatrd
Ahat the Central Government before issuing any notification under this Rule
should consult the Drugs Technical Advisory Board.

PART 11

Bule 3 (iii)—A considerable amount of discussion took place over. rulé
3 (i4i). The Board accepts this function of the Central Drugs Laboratoryy
but desires to impress on the Central Government the desirability of corsulting
the Drugs Technical Advisory Board on all téchnical matters which pertain
40 the working of the Laboratory.

The Board is strongly of the opinion that ordinary commercial analytical
work for firms should not be undertaken by the Central Drugs Laboratory.

Rule 7.—The Board agrees to the publication of the Sehedule of Fegs
in Schedule B, but wishes to point out that it will probably require revision in-

detail in the light of criticism received after publication of the Diugs Rules

{or objections.
PART III

Rule 9.—A considerable discussion took place over patent and proprietary
inedicines in the indigenous systems of medicines whieh contain drugs used in
the Allopathic system of medicine. Members were apprelensive lest the
indigenous systems of medicines would be used as a means of evading control.
The Board would like to be assured by Government that any medicines of the
jndjgenots systems which contain Allopathie drugs would be subject to control.

Rule 12 (i)—1In line 3 change ‘ and "to ‘or’.

Rule 15 & 16.— No provision is made for with-holding the registration
of patent and proprietary medicires of no therapeutic value. The Board
is anxious that there should be a full disclesure of the composition of patent and
proprietary medicines on the label of containers of such medicines on the same
}ines as section 1I of the Pharmacy and Medicines Act, 1941, of Great Britain.
it was considered doubtful if any rule enforcing the full disclosure of the coni~

ogition of medicines can be made under the Drugs Act,1940. Ifitis possible
the Board urges on Government the insertion of a rule to this effect. The evil
results of the class of medicines known as ¢ Secret Remedies *” are well known
and their eradication from India would be a very useful step in the control
of the drug trade.

3
T It was poini;efl out that an applicant for the registration of a patent o1
proprietary medicine had by paragraph 2 of Form 3 to send in copies of the

labels and wrappers intended to be used. A sentence is re in li
j . d
4 of Rule 15 after the word ‘ medicine ’ as follows :—] recommended in fine

“ Or if the labels and wrappers do not confirm to the Drugs Rules .

Rule 18.— The Board notes that the fee of Rs. 10/- i i :
¢ z 5 ) . 10/~ is nominal
insufficient to cover the cost of test.- inal and quite

PART IV

Rule 21 (b).—The Board suggests that the Central Government should

s'%e.cify in the rules the official who will perform the duties of licencing autho-
nty.

Rules 23—25.—The Board suggests that the rules for an import licence
should be on the same lines as sections 23 and 24 of the Therapeutic Substances
Regulatiors of Great Britain, 1931, including the form of import licence. In
particular there should be only one agent in India for the import of an. one
manufacturer of items under Schedule C. The Boaid is strongly of o yinion
that much nore rigorous control would be exercised over items in Schedlille ¢
by having ‘a sole agent’ in India for a manufacturer abroad. The Board is
also of opinion that the right to inspect manufzcturing premises abroad should

be included in the rules and that the ruleson this m.
. : atter should be t
for firms in India manufacturing these items. SGmegnaas

Rule 28.—The Board recommends that there should b '
' : ; ! e an t;
High Court as is the case with manufacturers in the U. K. and th:t? E}T: lpr(c)nfi};:
:;), 'Sectllons 'I%h(4) of the Therapeutic Substances Act, 1925, should be added to
1;0135 n:telet.a. e Board considered that this was a reasonable concession fo the

Rule 29.—A considerable discuission teck pl y i

: : ! s place over the impert of
specified m-Scheaule Cor C (1) which were appreaching the date gnIbh(:airdl:{iSi
beyond vx.’hl.ch they should not be used. Mle)mbers were apprekensive that ff
no time limit was 1nscr_ted, some consignments of diugs under this Sckedule
might be imported which were near the expiry date. It was pointed ou:‘, tlat
drugs under this schedulg are manufactured by reputable firms with such a
potency that they are still at or about their 1eputed strength at (,heir; xpiry

date, and consequently have a very high potency even at the date on wlich it

is stated that t & .
1ulef1 e at they should no longer be used, It was decided not to alter this

Rules 32-33.—-The Board notes that there i '

—Th are some differen W
Draft rule 32 and the 1u1c.s for a research licerce in ke U. K. s stcaefr(??:l“qefz
tion 25 of the Therapeutic Substances Regulations, 1931. They re('omm'vx 1
that the latter should be used as a modcl for amending Rule 32 ’ -

The following alterations to draft 1ule 32 and to Form 9 will result :—

Add at end of paragraph (b).“ Or in such other places as the ]iccnsiﬁg
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 inspeet * in line 3, paragraph (c)
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Replace < to * by * and *inline 4 of paragraph (¢).
Replace ¢ four > by “one ’ in paragraph (c). )

Form (9).— Insert after * shall *inline 1 of paragraph 3 “unless previously
suspended, or revoked .

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

Rule 35 (iit).— Insert the words “ average British or United States Phar=
macopoeial * between the figure * 100 and the word ‘ doses’ for the reason that
in the B. P. or U.S.P. the dose varies within wide limits. Inthe proviso inserts

“in an ex:eptional case * after ‘ may

Rule 38 (i1).— Delete the phrase ‘or in the alternative... .standard’
in line 5— 17, as it is redundant.

Rule 40 (2).— The Board considers that any alteration authorised by the
Customs Collectors must be carried cut under the supervision of a Customs
official before the drug is released for sale and that this shculd be stated in the
tule.

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

PART V

/7" Rule 43.—The Board recommends the insertion of the following quali=

fications in place of the draft qualifications of {fovernment Analysts :—
A person who is appointed a Government Analyst undcr the Act shall be a
person who i— » » .
(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,
(#1) a Chemical Examinerto Government, or
(i11) afellow of the Institute of Chemistry of Great Britain (Branch ),
. O
(b) has a first or second class degree in Pharnaceutical Chemistry ot
Pharmacy, or a post-graduate degree in Chemistry with Phar-
maceutics as a special subject frem a university recognised for
the purpose by the appointing authority and has had not less than
two years post-graduate cxperience in the analysis of drugs in
a laboratory under the control of :—
(#) a Govt. Analyst appointed under the act,
(#7) a Chemical Examinrer to Government, or
(iti) a Fellow of the Institute of Chemistry of Great Britain
(Branch E). - .
. or
(c) is a Feliow of the Institute of ('hemistry of Great Britain (Branch E).
Provided that for the purpese of {he examination of items in Schedule c
the person appointed shall be a graduate in medicine of a University recognis-

=

v

ed for the purpose by t.he appointing authority who has had not less than 3
years experience of testing biological products in items of Schedule € in an
nstitution approved by Government.

Provided that for a period of four years from the date on which Chapter
IV of the Act 'fakcs effect in the Province persons whose qualifications, train-
ing and experience are regarded by the appointing authority as affording
Sub.lecf'btlo such further training, if any, as may be considered necessary °a:
reasonable guarantee of adequate knowledge and competence may be appoint-
ed as Government Analysts. ! Fhe sppot

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

The appointment of a Government Analyst and the terms of his appoint®
ment and removal from his post shall require the approval of Government.

Rule 44.— Insertion of Rule 44 (i) as follows is recommended :—

A Government Analyst will from time to time forward to Government
bulletins giving the result of analytical work and research for
publication at the discretion of Government for the use of the
drug trade .

. Rule 48 (a).— Inline 1 after * Pharmaceutical Chemistry > Insert the words
" or post-graduate degree in Chemistry with Pharmaceutics as a special sub-
jecs .

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 of substances
specified in Schedule C in a laboratory approved for this purpose
by the licensing authority, shall be authorised to inspect the

~ manufacture of 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.—1Inline 2 delete ©“ Chief Administrative Officer of the Province
and insert “ Provincial Government ”. The Board felt this should be done
in order not to restrict choice to this.official.

Rule 62 (2).—Line 2 after the word * inspect ** insert ¢ not less than twice
-ayear’. Inline3 delete ‘ investigate fully *and ‘ in actual operation ’. The
latter deletion is proposed to prevent unnecessary disclesure of trade secrcts
for carrying out a manufacturing precess. Only general methcds of manu-
facture require to be revealed as a rule.

PART VI

Rule 59.—This Rule should read ¢ Licensing Authority meansthe authority
appointed by Govt. to perform the duties of the licensing authority under ‘theso
rules ’. ’

In line 3 snsert < Govt. * for Chief Administrative Medical Officer ’,
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The reason for this recommendation is to bring it irto line with Rule
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) (¢) 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 of sales under Section
105.

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

In Rule 64 (11) Explanation (a), insert after ¢ Chemistry ’ the words * of
an institution approved by the licensing authority.’ .

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

The Board recommends the insertion of the 4th Schedule to the Poisons
Rules, 1935, of Great Britain. This will result in the addition of 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 of a registered medical
practitioner.

Provided that no prescription shall be required for sale or supply to &
registered medical practitioner, hospital, infirmary or an institution approved
by an order of the Licensing Authority. —_—

Rule 64 (9).— For the purposes of Rule 64 (9) a prescription sha]} -

(@) 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 of the person for whose treatment 1t
is given ;

(¢) indicate the total amount of 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 :—

(a) the preseription must not be dispensed more vth‘an 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 intgrvals, it must not be
dispensed otherwise than in accordance with the direction ;

(¢) 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 preseription is dispensed.

7

PART VII
Rule 66.— Line 4, in place cf  chief medical cfficer of a proviree * énaci
* licensing authority appointed by the Provincial Government >,
Rule 68 (2).— In place of (1) and (2), Insert the following :—
{1) a graduate in Pharmacy or Pharmaceutical Chemistry of a university
recognised by the licensing authority, ,
(2) a graduate in science who for the purposes of his degree had studied
chemistry as a principal subject and has had at least two years
practical experience in the manufacture of drugs, or =
{3) aperson whose general training, knowledge of chemistry and practical
experience, extending over not less than thiee yeais, in the
“manufacture of drugs are in the opinion of the licensing authority
adequate. .
Rule 72.— The inspection fee of Rs. 80 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 of a premises
licensed to manufacture drugs specified in Sckedule 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 of manufacturers under Section
2 (4) of the Therapeutic Substances Act of Great Britain 1925,

PART VIII

Rule 84.—Line 2, “is sold *. Tt is not clear to the Board why regulations
for the sale of drugs manufactured for examination tests and analysis are
reccssary. TPhe Board considers that the Drugs are manufactured for the
purposes of research only as explained in Rule 88-A. ‘

The use of the word ‘investigate ’ in line 4 of Rule 88(5) would seem to
indicate that the drugs manufactured under this licence cannot be sold.

- Rule 86.— Alter ¢ Chief Medical Officer of the Province ’ to ¢ Licensing
Authority .. ’ ;
Rule 88-A(b).—Insert * High Court ’ for  Central Government * as High
Court is the authority for appeal in the case of manufacturers under Section
2(4) of the Therapeutic Substances Act of Great Britain 1925,

PART IX

Alter the heading to * Labelling, Packing and Advertisements’,

_ Bule 91.—In lines 1 and 2 of the proviso, alter * ampoule * to capsuies
and cachets ’, as it is considered that all ampoules of Schedule (' items, as
stated in Rule 104 should be individually labelled, but such items of C (1;

drugs or other drugs in the form of cachets, capsules, tablets, etc., should not
be individually labelled.

Rule 92.— Delete © for internal use *in line 1, as para. 2 deals with medicines
for external application.
M1424DofHealth
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Rule 98.—Ttis understood from section 43 of the memo. that all patent and
proprictary medicines have to be registered at the Central Drugs Laboratory
whether they have the formula printed on the label or not. The Board has
some doubt whether this decision has the authority of the Act behind it, as
from Section 10 (d) of the Drugs Act one could infer that only patent and
proprietary medicines which have no formula on the label have to be register-
ed at Central Drugs Laboratory. '

Rule 101.— This rule may be reconstructed as follows :—

* Digeases which a drug may not purport to care’. No drug whi h by
means of any statement, design or device accompanying if, or
issue, or displayed in connection with it, or by any other means
purports or claims to cure any discase er ailment specified in
Schedule 1, or to progure, or assist to procure the miscarriage of
women, may be sold, stocked or exhibited for sale.

The latter part is taken from Section 9 of the Pharmacy and Medicines
Act 1941 of Great Britain.

PART X

Rule 705.—Line 2, delete ‘or stock’ a3 the prohibition is of sale of
substance after prescribed date.
Rule 109(k).—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. ”’ C

The Board recommends the insertion of this sub-section as non-phenolie
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 42.—1In Form 18, add as item 4 of conditions of licence :—

¢ No drug in Schedule C(1) shall be sold unless the precautions 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 ’,

The Board considers that conditions of storage are the most "essential
factor in the Control of Schedule C(1) drugs.

. ScnepeLe C,
After Part X in Line 1 add ¢ and Schedule ¥°,

9

Scurpvre ¢ (1).

After 73 in line 2 @dd < and Part 1X of Scheduls F.

In para. 4 delete © and other vitamin preparatiors .

Add . —

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

6. P cparations containing liver extract in a form not to be administered
parenterally.

Preparations containing hormores in a form not to be administered paren-
terally. 3

Page 54.— Line 27, the werd ¢ pemegrarate ” is misspelt,

Page 57.— Delete Suiphonal ; alleyl sulp™onals frcm Pert 2 of list of Poisens
Rea.rrar.ge Part 2 into corrcet alphaketical order.  Delete tle item ¢ Squhani:
la:nnde ete. anfl enter the fol'lowing es a separate item on pege £6 after Oxy-
cinchoninic Acid. ¢Paraamirobenzenesulphcnamide ; its salts, derivatives
of para-gmmcbenzencsuiphcnamlde kavirg ary cof the hydrogen atoms of the
para-amiro group or of the sulphonamide grovp substituted by anotlr redical
their selts. ’

Page 60, Scledule F. Part 1(B), 4(3).— In lire 2 the Beard agrees to
delct.e.the words  unless the licensing avtherity grants exemption frem this
provision ". TFke Beard is influenced in this decisicn by the fact thet tEc
;;.p,.!mal may be suff ring from seme disease which may rot be disgnesed urtil the
ap.lmal is killed. The Board realiscs that this delcbicn may cause corsicerable
difficulty and additional expense to institutiors manuf:cturire this vaecing
lymph but at the same time they would be grateful if the Central Geverrment
would urge Provincial Goverrineris to ecccpt the deletion,

‘Page 6"3, A'S'ched’ule F. Part 1{D), 4(2).— Lire 6, prirter’s errcr, ‘ srruval,
should be ‘ animel . :
. 'l:. e Bcizrd suggests that tle provisiors regardirg Part 1T (E) Potanus’

cxoid skould Le entered at the exd of Pert 1 of Sclecu’e F.

' Tr..e Board tcecmmerds that ges-cargrere artitex'ne i Psxt TV shculd be
p,acc.d tc got chr intLisscetior, that isthat th e sceticrs dealing with sedemations
Vibrien Scptique ard Histolyticus cn pages €5 to 8¢ sheuld follow immediatcl);
afler Porfrirgers on page €0 ard precede the scetion cn Arti-rewmocceens
The letter 1eading cach scetien nay ke elarged accerdingly. N

Page 85, Part [V (1) 3(2).--Tn linc 3, delete the following :—
A soiution of the separated arbitox'c glohulins shall nct contain mogse
than 109 of sol.d matter ’.
. At tle c.r_d cf Part IV cn page 89 add ¢ Provisiors aypplieelle to Antivenc m
cerum (Artiver(ne). A ccpy cftle previsicrsis ettechiod is Ajparcix B
Tic Beard suggeests irclusicn  f tests for this corum as it is largc}y made

Rl

-in India.

Puge : ; '
Zage 89, Part V, line I.— Tnsert © Neo ” before ¢ Salvarsan .

Pege 97 —Tie Beard recommends that Paits 1X; X and XT sheuld te
amalgamated into one Part IX, having letters.
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A Digitalis group of drugs and Ergot and its Derivatives.

B Fish Liver Oil.

¢ Liquor Adrenalinae Hydrcehloridi.

¢ And vitamin preparations’ should be deleted ficm lire 1 of the presend
Part X as this item Las now a separate section.

Under the heading Part TX insert ¢ All substarces specified in ScLedule
¢(1) sLall Le stored in a ccol place ard away frcm light .

Page 97, 98 and 99.—Liquor Adicnalinze Hydicchlenidi mis-spelt. It
should Le ceirceled.

Pages 99.—1In line 12 delete ¢ Tie permissible limit of errer s 4 107, 1t
wes considered that this was a matter for the consideration . of the Central
Drugs Laberatory. .

Containers—The sentence should read os follews :—

¢ The container shall be made of ror-clkalive, mlber colcured tesistance
glass ’.

At the end of Part IX insert i—

(D) Preparations containing any vitamins in a ferm not to be adminis-
tered parenterally.

Tests.

Drugs containing vitamins ¢l<ll Le sulmiticd {o the tests prescribed
in the British Phaimaccpoeia or iLe Urited Statcs Pharmaco-
pecia.

(E) P.cparations contairing liver extract in any form not to be adminis-
tered parenterally. .

Tests.

Drugs containing liver extract ¢Lall Le submitted to the tests prcierib-
ed in the British Phaimaccpceia c1 tL¢ United Statee Pliama-
copoeia. : _

(F) Prcparations containing Lermeres in any faim rot to be acminis-
tered parenterzlly.

‘ Tests.
Drugs containirg hoimor.es sLall be submitted to the tests prescribed
by the Licensing Authority.

Page 100.—The Board recommends ihat the fourth schedule of peoisons in
the Pharmsey ard Poisons Act of 1933 of Great Britain beinserted as
Scledule H 1e-letteiing the later schedules zccordingly. An up-to-date
copy of the Schedule is attzched as Appendix C.

Seliedule T may be divided into two sections as follows :—

SecTioN A.
Biad-ess Diabetes
B.ight’s disease Epilepsy
(Cancer ¥its
Cataract Goitre

" Delayed Meastruation Heait Diseases

11

High Blood Pressure Puaralysis
Infantile Paralysis Rupture

Leprosy Sexual Impotence
Leucoderma Small Pox
Lockiaw Trachoma
Locomotor Ataxia Tuberculosis
Obesity Tumours.

Secrion B.
The following diseases and ailments using the nomenclature as a general
eXpressions i—
Female Diseases Fevers
Page 103—Alter 117 in Rule 117 to 118.

Section 6 (Class of Drugs).—It was reccmmended that the followi
should replace the existing draft. B AeLImOg ek

Drugs supplied by a registered medical practitioner to his own patient

Venereal Diseases.

- or drugs in schedule C supplied by a registered medical practitioner at the

request of gnpthcr such practitioner if it is specially prepared with 1eference
to th.c condltlo'n.and fgr the use of an individual patient provided the registered
medical practiticner s 'not (a).kucping an open shop or (b) selling acrcss the
ccunter or (¢) e_r-.gageq in.the importation, manufacture, distributicn or sale
of diugs in Bs 1t1§h India to a degiee which renders him ligble to the provisions
of C}_‘.aptcr IV cf t_he {Xct and rulcs thereunder cr diugs supplicd by a hespital
or dispensary maintaired or supported by Goverrment or a local bedy or b
charity or voluntary subscriptior. 4
1V. In accordance with Scction—t';iTo—f t—hc Drugs A
: . gs Act, the Board -
mends that 7 members includirg the Chaitman ard Secretary skould conrsctcig:ze
2 quorum for mectings. Eitker the CLaiiman or tke Secretar ) 1
at a meeting of the Board. ary must be gresent
V. The Board rccommends the addition of the United Sta
i l S ates a-
cepeeia to the standards for ¢ other diugs ’ in the Schedule to the Dlﬁlgl:: IAH:’I
1940, artd as ¢ ancther Pharmacopceia " to be added to Section 3(d) of the Drugs:
Act, 1940. Add * of the United States Pharmacopoeia” in line 2 of Part XIT of

- Sckedule F of the Drugs Rules.

VI. The Board urges Government to constitute the Central Drugs Labo-

_ ratory at the earlicst possible date so that it be in a position to begin the work

whjcil it is called upon to do under the Drugs Act, 1940.
t was agreed that a statement showing the existing organisati

e > on
proposed orgarisation of the Central Diugs Lzboratory maé;r be cilxculi:;gdt};f;'

* members of tte Board.

VII. TLe Beard suggests the early information of a i
] 30t S ) tral library of
literature pertaining to the regulaticnof tke sal Fact iy
other countries. ¢ i loand musnfucturs.of drags in
VILI. The Board recommends strongly that legislati :
1 gislation should be o
ed with by Government at an early date for the control of Pharmacy ipn‘r (ﬁiﬁi
Members point to the fact that the United Kingdom, despite the War proceeded:

- with passing, in 1941, a very controversial piece of drug legislaticn in tke Phar-

macy and Medicines Act, 1941,



APPENDIX A.

Chairman’s remarks.

Gentlemen, in welcoming you teday to this the first meeting of the Drugs Technical
Advisory Board, [ would like to refer back to the Report of the Drugs Enquiry Committee
presid.d over by my distinguishcd collcague and old friend Colonel Sir Ram Nath Chopra
who, as the leading Pharmacologist of this country, has done more than any other man
towards the formation of a sound scientific and ethical basis cn which to build the drug
industry of India. The report of the Chopra Committee was itself a powerful factery in
preparing Government, the Legislature and the public for the intrcducticn of the Drugs
Act and the establishment of this Board, ar.d I am sure you will all join with me in ack-
nowledging 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 of drugs
which he has made his life study.

I would also like to pay tribute to those leading drug manufacturers of Irdia who,
like the great international houses, have refused to listen to invidious suggestions for tho
lowering of standards or to countenance the production and sale of low-grade pharmaccuti=
cals.

Following the report of the Drugs Enquiry Committee in 1931, a long pericd of in-
cubation ensued before the hatching out in 1940 of the bill *‘ to regulate the import, manu-
facture, distribution and sale of drugs ” which passed into law as the Drugs Act, 1940
Unfortunately, the implementing of most of the recommendations of the Drugs Enquiry
Committee has taken place in an abnormal pericd when all other considerations have had
to give way to measures essential for the prosecution of the war, and for this reascn there
has been considerable delay which could otherwise have been avoided. Ycu will be aware,
however, that as far back as 1936 the Government of India, without waiting for legislaticn,
proceeded with the formuticn of a nueleus of the Central Laboratory reccmmended in the
Chopra Report, which they c.llcd the Biochemical Standardisation Laboratory and which
was established in Caleutts undcr the Directorship first of Colonel Chopra and latterly of
his pupil Dr. B. Mukerjee. This laboratery has been of the grcatest valuein carrying out
much necessary work preliminary to the cstabliskment of the Central Druvgs Contrcl
Laboratory which is & primary injucticn of the Act. I may add that the Biockemical
Standardisation Laboratory has participated in the war ¢ffort by undcrtaking the testing
of drugs and other medical preparations required by the Army.

Another principaldirection of the Act ts the formation of the Drugs Technical Adviscry
Board. You will note that the object of our Board is ** to advise the Central Goverament
and the Provincial Governments on technical matters arising out of the administration
of the Act and to carry out the other functions assigned to it by the Act. > Covernment
have felt that a n2cessary preliminary to the administration of the Act is the formulation
of rules laying down the functions of the Central Drugs Laboratory and the various pro-
cedures ano preseriptions required under sectiors 6, 12 and 23 of the Act. I heye ihat,
when these Rulcs have been agreed upon, the Central Drugs Control Laboratory will ccme
into being. It is the duty of Government ur.dsr the Act to make these rules. Govern-
ment have drafted them and, as preseribed by the Act, have called us in corsultation
to concider tlem. Tleir letter 1cads s {cllows :—

 Iamdirected to forward 30 copies of the draft Rules under the Drugs Act, 1840
(XXIITI of 1940) and of a mimorandum on the draft rulcs ard to request
that a copy of the draft rules and miemorandrm may ¥+ supplied to each
member of the Drugs Technical Advisory Board arl Z-+ it may be
ascertained whether the Board hasany snc gestions to ne . wdification
of the draft rules before thev are publishcd for ohject -+ The reasons
forany modification which the Board may suggest shoulc - i fy stated,

2. T am to invite attention to paragraph 3 of the memorarndo: - . to request
that the views of the Board may be obtaincd o: the quess o ~hat cther

. pharmacopociain addition to the British Pharmacopoeiashowid Lt prescrited .
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for the purposes of standards of indentity, puriiy and ctrength of drugs
o hor than sera, vaceincs, vitamine and s imilar preducts. In this connecticn
¢ tosay thet it has heen suggested that the standerds of all authoritative
wacopoeias should be recognised sulject to the conditicn that when
andard diffre frera that laid dewn in the British Flas maccpeeia the

f the pharmacopocia shall be clcarly statcd on the Jabel of the con-
o

You will ¢l ve that our advice is sought cn two yoints, first on the draft rules and
gecondly ag i w30 h pharmacepocics in additicr to ike Biititk oncs, it ie desirable to in-
elude in the scivdfe to the Act,  The dreft rules have becn cirevleted to vou all for
comment and the comincents have alsc hecn cirenlated. A point I shouid like to}mpha«-i»e
is the need to chiain a sct of rules which wili je acceptakle not enly to the Governmernt of
Ind'a but to the Provincal Gevernments on whem rests the rcspo;lsfbi]ity for admimster-
ing the Act within their boundarics.  Itis, thercfore, Lepce that theee draft ralce. amendcd
wherenecessary oncuredvice, willbe zecepted os a medel by Local Governments and
adopted Ly them,
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¢ APPENDIX B.

PROVISIONS APPLICABLE TO ANTIVENOM SIRUM (ANTIVENENE).

Definition and Proper Name.

1. Antivenom Serum (or ahtivenche)is the serum or the globulins containing the
apecific neutralising substances separatcd frem the blood of animals which have been
jmmunized 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 specics of snake
or snakes against the venom or venoms of which it has been prepared.

Standard preparaiions.

2. The standard preparations are guantities of the dried venom of the Indian Ccbra
(Naia tripudians).

Russell’s viper (Vipera russell).

Kept at the Central Research Institute, Kasauli,

Quality,

3 (1) Antivenom serum (or anivenene) shall be issued for therapeutic use in the form of
either—

(@) the serum separatcd from the blood or plasma of immunized animals; or

(b) the solution of the globulins containing the specific neutralizing substances ; or

{c) a dry powder prepared from () the natural serum or (#s) the globulins containing
the specific neutralizing substances.

(2) 1f issued in fluid form the liquid shall, at the time of issue, be clear or show, at
miost, a very slight opalescence or-precipitate. Preparations of the natural serum (the
liguid production of dzcantation of the coagulatcd blood without any additicn, other than
ar;tiseptic, or subtraction) shall not contain more than 10 per cent. of total solid matter.
A solution of the separated neutralizing globulins shall not eontain more than 20 per ccnt.
of total solid matter.

Strength.

4 (1) The potency of antivenont serum (or ahtivenene) shall be determined in acccid-
ance with a method approved by the licensmg authority. -

‘Labelling.
b (1) The Iabel on the container shall indicate +—

(@) the potency of the preparation expressed as the Wefght-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 serumi,

{b) the total number of cubic centimeties in the eontainer.

(2) The label on the container or the label or wrapper on the package shall indicate the
nature of the p&rticufar’ product, that isto say, whether natural serum, or a solution of the
ghbulins containing the specific neutralizing substances, or a dricd natural serum or dricd
globauuva. .

15
APPENDIX C.

ScaepuLe H,
Sabstances roquived t9 b sold by retail only upon a prescription giv i
i 3 f en b -
tered mo>dical practitioner, P . ; HSIES
Amidopyrine ; its salts.

Buarbituric acid ; its salts ; dsrivatives of barbituric acid ;

ity asic their salts ; compounds
of barbituricacid, its salts, its derivatives, th 3 P

air salts,with any other substance.
Dinitrocresols ; dinitronaphthols ; dinitrophenols ; dinitrothymols.

T R o . s :

Pa.r:a,-a.mlu_)o ,nf.endsuzp}mnlm:de; its salts; derivatives of para-aminovenzenesul-
ph_')m.mtde havmg any of the hydrogen atoms of the para-amino group or of the sulphona-
mide group substitute by another radical ; their salts.

Pacunyleinchoainic acid ; salicyl-cinchoninic acid ; their salts, their esters,
Sulphonal ; alkyl sulphonals,

(Sd.) J. B. HANCE, Major Qeneral, 1.M. S.,
Chairman, Drugs Technical Advisory Board.
14-3-44,
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