


AGENDA FOR THE EIGHTEENTH MEETING OF THE DRUGS
TECHNICAL ADVISORY BOARD HELD ON THE 23RD JULY 1957,
AT NEW DELHI

1..-Confirmation of the minutes of the seventeenth meeting.

2. Consideration of Government of India, Ministry of Health letter No.
E. 1-2/56-D dated the 30th January, 1956 containing proposal for revision of
Schedule F and amendment of Schedule K to the Drugs Rules. (Enclosure A).

3. Consideration of Government of India, Ministry of Health endorse-
ment No. F. 1-11/56-D dated the 29th March, 1956 containing proposal for
the amendment of rule 109(8) (b) and (d) to the Drugs Rules regarding la-
belling to drug with date of -expiry (Enclosure B).

4. Consideration of Govt. of India., Ministry of Health .letter No. F. 1-4
/56-D dated the 19th/21st May, 1956 containing comments of various parties
on the draft amendments to rules 65 and 97, Schedules E, G and H and the
new Schedule L to the Drugs Rules and Uniform State Poisons List (Enclo-
sure C).

5. Consideration of Govt. of India, Ministry of Health letter No. F. 1-19/
55-D, dated the 26th June, 1956 containing proposal for inclusion of prepara-

tions of ‘Rauwolfia Serpentina™ in Schedule H to the Drugs Rules (Enclosure
D).

6. Consideration of Govt. of India, Ministry of Health letter No. F. 1-25/
56-D dated the 13th July, 1956 containing proposal for including fresh forms
in the Drugs Rules for repacking of drugs (Enclosure E).

7. Consideration of Govt. of India, Ministry of Health letter No. F. 1-7/
56-D dated the 25th August, 1956 containing proposal for insertion of addia
tional rule under rule 52 of the Drugs Rules empowering Drugs Inspectors
to seize records, registers etc. (Enclosure F).

8. Consideration of Govt. of India, Ministry of Health letter No. F. 3-7/
56-D dated the 4th October, 1956 regarding storage of Poisons under Schedule
E to the Drugs Rules (Enclosure G).

9. Consideration of Govt. of India, Ministry of Health letter No. F. 1-68/
56-D dated the 5th January, 1957 containing proposal for the amendment of
item 12 of Schedule C to the Drugs Rules, (Enclosure H).

10. Consideration of Govt. of India, Ministry of Health letter No! F. 1-12
/57-D dated the 19th February, 1957 containing proposal for inclusion of
Viomycin in Schedule C (1) to the Drugs Rules (Enclosure I).

11. Consideration of Govt. of India, Ministry of Health letter No. F.
1-30/56-D dated the 24th April 1957 containing proposal for the amendment
of provisions laid down for Tetanus Antitoxin in Schedule F to the Drugs
Rules (Enclosure J).

12. Consideration of Govt. of India, Ministry of Health letter No. F.
1-28/55-D dated the 20th June, 1957 regarding amendment of item 5 of Sche-
dule K to the Drugs Rules granting exemption to Govt. hospitals, charitable
institutions etc (Enclosure K).
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i i ini No. F. 1-
i tion of Govt. of India, Ministry of Health letter ;
35/5%-31')%(;?2?3\1 24th June, 1957 containing proposal for amendment Qf
Schedule K granting exemption to insecticides and their formulations in res-
pect of sale licences (Enclosure .L).

i i ini No. F. 1-

. ideration of Goyt. of India, Ministry of Health letter F. |
36/5;?’D Sg?escll the 24th June, 1957 containing proposal for granting restlrlgtcd
sale licences to only certain specified classes of household remedies. (Enclosure

M). :

i i i ini 1th letter No. F. 1-34
15. Consideration of Govt. of India, Ministry of Health 5 :
/57-D datgd the 24th June, 1957 containing proposal for introducing special
licence forms for repacking of drugs (Enclosure N).

i i i ini letter No. F. 1-

2 deration of Govt. of India, Ministry of Health lett
33/511?D%g?§é the 21st June, 1957 containing proposal for including %tanga‘rld:
for Penicillin Aluminium Monostearate (PAM) in Schedule F to the Drug

Rules (Enclosure O).

i i i ini letter No. F.

deration of Govt. of India, Ministry of Health N
1-52/1 gé-gogzsiltezrihe 26th June, 1957 containing proposal for re_cogmt:;)n mof
preparations covered by the earlier editions of the Pharmacopgcxas and a
endment of the Schedule to the Drugs Act, 1940 (Enclosure P).

i i i ini ealth letter No. F.
. Consideration of Govt. of India, Ministry of Hea
- 1-38 /1587-D03;;ed the 27th June, 1957 containing proposal for the amendment
of rule 65(9) (Enclosure Q).

iderati ia Ministr ith letter No. F. 1-37
19. Consideration of Govt. of India Ministry of Hea
/57-D dat;)d the 27th June, 1957 containing prpposal for the t?nllendl\lllggct:ir?g
provisions for labelling in Part I of Schedule F in respect of Cholera
(Enclosure R.)

i i i ini letter No. F.1-39
= . Consideration of Govt. of India, Ministry of Health
/ 57-]%0 datggsihc 27th June, 1957 containing comments _re_celve.d on fthe _drf;ft_
standards for “Crude Liver Extract for parenteral administration” for inclu
sion in Schedule F. (Enclosure S).

21. Any other items with the approval of the Chair.

ENCLOSURE A
No. F. 1-2/56-D
GOVERNMENT OF INDIA

MINISTRY OF HEALTH ) -
New Delhi-2, the 30th January, 1956.

FrOM

Shri P. N. Anand,
Under Secretary to the Government of India.

To

The Secretary, .
Drugs Technical Advisory Board,

C/o Directorate General of Health Services.
NEW DELHI.

SUBJECT :—Drugs Rules, 1945—Revision of Schedule F and amendment of

Schedule K Recommendations of the Drugs Consultative Com-
mittee.

SIR,

I'am directed to invite your attention to the minutes of the third meeting
of the Drugs Consultative Committee in respect of item 8 of the agenda, and
to request that the recommendations made by the Committee relating to the
revision of Schedule F and amendment of Schedule K to the Drugs Rules,
1945 may kindly be placed before the Drugs Technical Advisory Board at its

next meeting and the views of the Board communicated to this Ministry in
due course.

Yours faithfully,

Sd) X X X
P. N. ANaND,

Under Secretary.

Item 8 of the Agenda—Examination of labelling provisions and the Sche-
dules to the Drugs Rules in the light of experience so far gained :—

It was agreed by the Committee that the labelling provision of the Drugs
‘Rules should be recast in simple language on the lines of the Canadian Foods
and Drugs Act and Rules thereunder.

The question of keeping the poisons list and other Schedules of the Drugs
Rules up-to-date was also examined and the Committee desired that the pos-
sibility of appointing a Pcisons Board should be examined in consultation
with the Government of India.

The question of revising Schedule ‘F’ and bringing it in conformity with
the latest editions of the recognised Pharmacopoeias should be taken up and

whatever provisions were considered superfluous in' these Schedules should
be deleted. .

The Committee also recommended that the first item in Schedule K
should be amended and brought in line with the corresponding entry in Sche-
dule D of the Drugs Rules.



ENCLOSURE B..
No. F. 1-11/56-D

GOVERNMENT OF INDIA

MINISTRY OF HEALTH ,
' . New Delhi-2, the 29th March, 1956..

FrROM

Shri P. N. Anand, )
Under Secretary to the Government of India.

To .
All Parts State Governments. (except Madras and Jammu & Kashmir)

ing’ ] he
SUBJECT ' —Drugs Rules, 1945—Labelling of drugs—Date of expiry on 1 '
label of substances specified in Schedule C—Amendment to Rule

109(3) (b) and (d).

SIR, .
Copy OF LETTER REF. No. 90667-D/55, DATED 4TH JANUARY, 1956 FROM
4th January, 1956, from the Director of Medical Services and Drugs C_ontrol;
ler, Madras, to the Government of Madras and to request that the views o
the State Government in the matter may kindly be intimated to this Ministry
by the 15th May, 1956. . : )
Yours faithfully,
Sd)y X X X
P. N. ANAND,

Under Secretary.

No. F. 1-11/56-D S Druss
Copy. with a copy of the enclosure, forwarded to the Secretary, _rug.
Technicg)ll Advisory Board. Directorate General of Health Services, wlltgda
request that the matter may kindly be placed before the Drugs Technica : :
visory Board at their next meeting and the views of the Board mtlmat_e’ ég
this Ministry. The views of the State Governments will be communicat

to the Board as soon as received.

By Order,
Sd) X X X
P. N. ANAND,

Under Secretary.

\
CoPY OF LETTER REF. No. 90667- D/55, DATED 4TH JANUARY, 1956 FrROM
THE DIRECTOR OF MEDICAL SERVICES AND DRUGS CONTROLLER, MADRAS, TO
THE SECRETARY TO GOVERNMENT, HEALTH, EDUCATION AND LocAL ADMINIS-
TRATION DEPARTMENT, MADRAS-9. S

SUBJECT : —Drugs Act 1940—Madras Drugs Rules 1945——L_abelling of Date
of expiry on the label of substances specified in Schedule C.

The date of manufacture and the date of expiry (wherever required)
should be furnished either on the label borne by the container of any subs-
tance specified in Schedule C or on a label or wrapper affixed to any pack-
age in which any such container is issued for sale vide Rule 109(3) (b) and
(d.
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Inasmuch as the above rule does not bind the manufacturer to put the
.date of expiry on the label of the container, if it has been indicated on the
.outer cartons, it is likely unscrupulous sellers can dispose of time-expired
drugs without the cartons. In order to prevent the above fraud it is requested
that the Government of India may kindly be addressed to suitably amend
the above rule to make provision that the date of expiry should also bé given
on the vials or ampoules themselves as well as on the outer containers or
«cartoons.

(True Copy.)

(Sd)X X X
Superintendent.
No. F. 1-11/56-D
GOVERNMENT OF INDIA
MINISTRY OF HEALTH
. New Delhi-2, the 29th June, 56.

FroM

Shri T. V. Anantanarayanan, M. A.,
Under Secretary to the Government of India.

To

The Secretary to the Drugs Technical Advisory Board,
C/o Director General of Health Services, -
NEW DELHI. ;

SuBIECT : —Drugs Rules 1945—Labelling of drugs—Date of expiry on the
label of substances specified in Schedule C—Amendment to
Rule—109 (3) (b) & (d).

SIr,

With reference to correspondence resting with your letter No. 8-14/56-
DAB, dated the 21st April, 1956 and in continuation of this Ministry’s en-
dorsement No. F. 1-11/56-D, dated the 29th March, 1956, on the subject
-mentioned above, I am directed to forward herewith copies of the replies re-
ceived from the State Governments in this connection.

Yours faithfully,
Sd) X X X
PRETAM SINGH,
For Under Secretary.

Copry OF LETTER No. 2831/H, DATED THE 24TH APRIL, 1956, FROM THE
GOVERNMENT OF ORIssA, HEALTH DEPARTMENT TO THE MINISTRY OF
HEALTH, GOVERNMENT OF INDIA, NEW DELHI.

SUBJECT : —Drugs Rules 1945—Labelling of drugs—Date of expiry on the
jabel of substances specified in Schedule C—Amendment to
Rule—109 (3) (b) & (d).

With reference to your letter No. F. 1-11/56-D dated the 29th March,
1956 on the subject noted above I am directed to say that the State Govern-
ment agree to the proposed amendment to rule 109 (€)] (b) and (d) of the
Drugs Rules of 1945. .
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Copy OF LETTER No. 28088 Q/56-2 HEALTH, DATED THE 30TH APRIL,
1956, FROM THE GOVERNMENT OF ANDHRA, HEALTH AND ADMINISTRATION
DEPARTMENT KURNOOL, TO THE GOVERNMENT OF INDIA, MINISTRY OF
HEeALTH, NEw_ DELHL

- . . i . he
SUBJECT :—Drugs Rules, 1945—Labelling of drugs Date of expiry on t
label of substances specified in Schedule C—Amendment to
- Rule 109 (3) (b) & ().

REFERENCE :—Shri P. N. Anand’s letter No. F. 1-11/56-D, dated 29th
March 1956.

i i b) and

1 am directed to say that this Government agree to rule 109(3) ( (

(d) of the Drugs Rules being amended as suggested by the Director of Medi-
cal Services and Drugs Controller, Madras.

Copry ofF LETTER No. DRG 1156/30607-H, DATED THE 9tH May, 1956
FROM THE GOVERNMENT OF BoMBAY, PUBLIC HEALTH DEPARTMENT, TO THE
MINISTRY OF HEALTH, GOVERNMENT OF INDIA, NEW DELHI.

BIECT :—Drugs Rules 1945—Labelling of drugs—Date of expiry on the
3 Iabelgof substances specified in Schedule C—Amendment to
Rule—109 (3) (b) & (d). o )
I am direcied to refer to the Government of India Ministry of He_alths
letter No. F. 1-11/56-D, dated 29th March, 1956, on the subject mennqned
above, and to state that the Government of Bombay agrees with the views
expréssed by the Director of Medical Services, and the Drugs Cpntrollet,
Madras, in his letter No. 90667-D/55; dated the 4th January, 1956 in l1'espect
of Rule 109(3) (b) and (d) of the Drugs Rules, 1945. The above rule may
be suitably amended.

2TH MAY
Copy OF LETTER No. IIIDI-1-169/56-15242/H, DATED THE 1 A
1956 FrROM A. KARIM, ESQR., ADDL. DEPUTY SECRETARY TO THE GOVC};ZRN-
MENT OF BIHAR, HEALTH DEPARTMENT TD THE MinisTRY OF HEALTH, GOv-
ERNMENT OF INDIA, NEW DELHIL : ) the
SuBJECT :—Drugs Rules 1945—Labelling of drugs——Da‘te’o expiry on
lahegl of substances specified in Schedule ‘C'—Amendment to
A Lol 11/56-D dated tl; 29th
I am directed to refer to your letter No. F. 1-11/56-D date e
March, 1956, on the above subject and to say that this State Gofvam;eni
agree to the amendment of the rule as proposed by the Director of Medica
Services and Drugs Controller, Madras.

Copy OF LETTER No. MMD. 203/55/100, DATED THE 28TH MAE, 1926.
FROM THE GOVERNMENT OF ASSAM, MEDICAL DEPARTMENT, MEDI(;GL RDA: u}ﬂ{.
SHILLONG, TO THE GOVERNMENT OF INDIA, MINISTRY OF HEALTH, NEW ;s

; . the

SuBJECT :—Drugs Rules 1945—Labelling of drugs—Date of expiry on
label of substances specified in Schedule C—Amendment to
Rule—109 (3) (b) & (@).

REFERENCE—Shri P. N. Anand’s letter No. F. 1-11/56-D, dated -rl1e..29th
March 1956.

I am directed to refer to the letter quoted above and to say thz:: ‘this
Government agree with the views of the Madras Government in the matter.
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Copy OF LETTER No. 5185/XVI-804/1951, DATED THE NIL JUNE, 1956,
FROM SRrI B. D. SETH, DEPUTY SECRETARY TO GOVERNMENT OF UTTAR PRA-
DESH, TO THE MINISTRY OF HEALTH, GOVERNMENT OF INDIA.

vSUBJECT :—Drugs Rules 1945—Labelling of drugs—Date of expiry on the

label of substances specified in Schedule C—Amendment-  to

Rule 109 (3) (b) & (4).
With reference to the Ministry of Health’s letter No. F. 1-11/56-D, dated
March 29, 1956, on the above subject, 1 am directed to say that this State

Government have no objection to the proposed amendment to rule 109(3) (b)
and (d) of the Drugs Rules 1945.

.Copy OF LETTER No. MEDL./3817/3D-24/56 DATED THE 11TH MaAy,
1956, FROM THE GOVERNMENT OF WEST BENGAL MEDICAL AND PUBLIC
HEALTH DEPARTMENT, MEDICAL BRANCH, TO THE GOVERNMENT OF INDIA,
MIiINISTRY OF HEALTH, NEw DELHI.

SUBJECT : —Drugs Rules 1945—Labelling of drugs—Date of expiry on the
label of substances specified in Schedule C—Amendment to Rule
Rule 109 (3) (b) & (d).

With reference to Shri P. N. Anand’s letter No. F. 1-11/56-D, dated 29th
March, 1956 on the above subject, I am directed to state that the Government
of West Bengal have no objection to the proposed amendment of the Drugs
Rules, 1945 in the manner suggested in the letter No. 90667-D/55 dated the
4th January, 1956 of the Director of Medical Services and Drugs Controller,
Madras. It has however been the experience of the Drugs Control Directorate
of this State that manufacturers mention expiry of date of potency on the la-
bel of the container as well as on the carton.

CopPY OF LETTER No. 5998-S-2HB-56/19392 DATED THE 14/15TH May,
1956, FROM THE GOVERNMENT OF PUNJAB, HEALTH AND LOCAL GOVERNMENT

DEPARTMENTS, CHANDIGARH, TO THE MINISTRY OF HEALTH, GOVERNMENT OF
INDIA.

SUBIECT :—Drugs Rules, 1945—Labelling of drugs—Date of expiry on the
label of substances specified in Schedule C—Amendment to Rule
109 (3) (b) & (a).

With reference to your letter No. F. 1-11/56-D, dated the 29th March,
1956, on the subject cited above, I am directed to say that the Punjab Gov-
ernment are in favour of the proposed amendment to rule 109(3) (b) & (d) of
the Drugs Rules, 1945, as they consider that such a step would check frau-
dulent practices on the part of manufacturers in the matter of disposal of
drugs whose efficacy and usefulness is limited for a certain period.

CoPy OF LETTER No. 5196/3021-XIV, DATED THE 6TH MAY, 1956, FROM
THE GOVERNMENT OF MADHYA PRADESH, PuBLIC HEALTH DEPARTMENT, NAG-
PUR, TO THE GOVERNMENT OF INDIA, MINISTRY OF HEALTH, NEwW DELHI.

SUBIECT :—Drugs rules 1945—Labelling of drugs—Date of expiry on the
label of substances specified in Schedule C—Amendment to
Rule 109 (3) (b) & (d). :

I am directed to refer to your letter No. F. 1-11/56-D dated 29th March,
1956 and to say that rule 109 (3) of the Drugs Rules 1945 may please be sui-
tably amended so that all the particulars required under Rule 109 (3) (a), (b),
{c). (d), (e) and (f) should be required to be printed or written in indelible
ink on the containers themselves and also on the labels affixed to any pack-
age in which such containers is issued for sale.



ENCLOSURE C

No. F. 1-4/56-D

GOVERNMENT OF INDIA
MINISTRY OF HEALTH -
New Delhi-2, the 19th/21st May, 1956.

From
Shri T. V. Anantanarayanan, M. A.
Under Secretary to the Government of India.
To

The Secretary,

Drugs Technical Advisory Board, -
C/o Directorate General of Health Services,

New Delhi.

SUBJECT : —Drugs Rules 1945—Amendment of Rules 65 and 97—Revision of
. Schedules E, G and H—Insertion of a new Schedule L.
SIR,

1 am directed to refer to this Ministry’s endorsement No. F. 1-48/55-D,
dated the 23rd December, 1955, and to forward copies of the correspondence
detailed given below which may kindly be placed before the next meeting of
the Drugs Technical Advisory Board thereon communicated-to this Ministry
before the proposed amendments to the Drugs Rules, 1945 published in this
Ministry’s notification No. F. 1-48/55-D. dated the 15th December,
1955, are finalised.

(1) Letter No. HL 9-27576/55/DD, dated 19-3-56 from the Government
of Travancore-Cochin.

(2) Letter No. DRG.1155/90399-H, dated 5-3-56 from the Govt. of
Madras.

(3) Letter No. MS 870-Health, dated 5-3-56 from the Govt. of Bombay.
(4) Letter No. nil dated 26-3-56, from the Saurashtra Chemists’ and
Druggists’ Association. S
“(5) Letter No. B.1955, dated 31-3-56 from the Retail & Dispensing Che-
" mists’ Association, Bombay.
(6) Letter No. A/7/56, dated 12-3-56 from the Barielly Chemists’ As-
sociation.
(7) Letter No. DSCA/56/708, dated 26-4-56 from the Delhi State Che-
mists” Association. '
" (8) Letter No. DRG. 1155/25522-H, dated 1-5-56 from the Govt. of Bom-
bay.
(9) Letter No. Medl/2628/3D-2/56, dated 9-4-56 from the Govt. of
West Bengal.
Yours faithfully,
(Sd.) T. V. ANANTANARAYANAN,
Under Secretary.

Cory OF LETTER No. HL 9-27576/55/DD, DATED THE 19TH MARCH, 1956,
FROM THE GOVERNMENT OF TRAVANCORE-COCHIN TO THE GOVERNMENT OF
INDIA, MINISTRY OF HEALTH.

SuBiECT : —Drugs Rules 1945—Amendment of Rules 65 and 97—Revision
of Schedules E, G and H—Insertion of a new Schedule.

. REFERENCE : —Your letter No. F. 1-48/55-D, dated 15-12-1955.

- I'am directed to invite a reference to the letter cited above and to inform
you that the amendment proposed to the Drugs Rules by the Government of
India is accepted by this Government subject to the modification suggested
‘below : — '

In the Schedules E, G & H the words “Registered Medical Practitioner”
sl_xall be amended to read “Registered Medical Practitioners in Modern Medi-
~cine”.

Copy OF LETTER No. DRG 1155/90399-H, DATED THE MARCH, 1956,
FROM THE GOVERNMENT OF BoMBAY (LocAL SELF-GOVERNMENT AND PUBLIC
DEPARTMENT) TO THE GOVERNMENT OF INDIA, MINISTRY OF HEALTH.

"SUBJIECT : —Drugs Rules, 1945—Amendment to Rules 65 and 97—Revision of
Schedules E, G and H—Insertion of a new Schédule L.

. With reference to the Government of India, Ministry of Health’s letter
No. F. 1-48/55-D, dated 15th December 1955 on the subject mentioned above,
forwarding to State Govts. for comments draft amendments to rules 65 and
97, Schedules E, G & H and the insertion of a new Schedule L to the Drugs
Rules, 1945, I am directed to state as follows:—

1. The following substances should be added to the proposed new sche-
«dule ‘E’ : —

Apiol Morphine-N-oxide, its derivatives N-allyl-morphine and any
other pentavalent morphine derivatives. Methanol (Methyl Al-
cohol) ‘Hydroxypethidine’ which is given at entry 65 is consi-
dered to be a dangerous drugs in Great Britain and hence it
should also be marked with an (*) “asterisk” and brought within
the purview of Dangerous Drugs Act, 1930. In item 47 after
the words “di-nitrocresols” following should be inserted ‘“their
compounds with a metal or a base”.

2. The following typographical mistakes should be corrected : — -
Item 55 ‘butane’ should read ‘butene’.
Item 132 “Toxidine’ should read ‘Troxidone’.
‘Di Sulfiram’ in Schedule ‘H’ should read ‘Disulfiram’.

3. (a) Physeptone, which is included in the proposed Schedule ‘H’
-should be deleted therefrom, as it will be covered under Methadone at
-entry 76 in Schedule E. Physepton is a proprietory name for injection of
Methadone and hence it will be included in Schedule ‘H’ under the general
entry “Drugs coming under Dangerous Drugs Act and marked with an
asterisk in Schedule E of the Drugs Rules, 1945”.

(b) In Schedule ‘H’ after the words ‘Dinitrocresols’, add - “their com-
pounds with a metal or base™.
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4. “Pituitary gland, the active principles of”, should be deleted from

Schedule G, as it will now be covered by Schedule H and hence it will have
to be labelled in accordance with Rule 97(c) as follows:—

Schedules H Drug Warning—to be sold by retail on the prescription
’ of a Registered Medical Practitioner only” and hence require-
ment of labelling it is Schedule G product becomes redundant.

, 5. Attention is invited to Government Resolution, Local Self Govern-
ment and Public Health Department No. 7015/33, dated S5th September,
1952, and the preliminary Notification accompanying it, a copy of which
was forwarded to the Government of India. The question of amendment
of Schedule ‘E’ was then under consideration of the Government of India.
The Drugs Controlier for the State of Bombay in paragraph 3 of his letter
No. DC(I)/4246 dated 21st May 1953 (a copy of which was forwarded to
the Government of India under this Department Letter No. 7015/33-H,
dated 23rd May, 1953), had suggested that the system of numbering the
poisons in the Schedule should not be introduced as it will lead to unneces-
sary confusion while introducing a new poison in the Schedule or deleting
one therefrom. It is observed that the system of numbering has been com-
tinued which should be deleted.

6. At the end of Schedules ‘E’, ‘H’ and ‘L’ the following general clauses
should be added:— ’ B

“Any substance or article which is sold under the name synonym,
description, designation or label of any poisen included in these
Schedules shall be deemed to be a Schedule ‘E’, ‘H’ or ‘L’ drug
as the case may be”. \

7. It would be desirable to add the following additional item in the
Schedule ‘L’ under antibiotics so as not to modify it from time to time as
soon as any new Antibiotic is introduced in the market: —

“Any substance or article which purports or claims to have anti-
biotic properties”.
8. The following general clause should be added as a foot-note to each
of the Schedules ‘E’, ‘H’ and ‘L’ that—

“Preparations containing above substances are also covered by t’hc
Schedule”.

This clause is necessary because the Chief Justice, Bombay, High
Court, has held in the case of State versus S. B. Nagarkar of India Chemical
Works, Jalgaon, that preparations of vitamins will not include preparations
containing small quantities of vitamin according to Schedule C(1).

In the proposed Schedule ‘L’ the words “their preparations” in the
entry on Antibiotics’ and ‘Para-amino salicylic acid’ will mean that only
-preparations of Antibiotics and para-amino salicylic acid will be included
and preparations containing these will not be included.

Preparations of and containing ‘Adrenocortico tropical hormone’
and Isonicotinic acid hydrazide in Schedule ‘L’ should be deleted and a

general clause as suggested above be added to all the three Schedules ‘E’,
‘H’ and ‘L.
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9. I am to add that the Government of India has already been ap-
proached under this Department letter No. DRG. 1255/55247-H, dated
12th September, 1955 to amend Schedule C (1) so as give effect to the
judgment of the High Court and unless a similar general entry is incorpo-
rated in all the Schedules under amendment. it is likely that the purpose
of amending these Schedules so as to cover a wider range of substances
will be frustrated.

g

Copy OF LETTER No. Ms. 870 HEALTH, DATED THE S5TH MARCH,
1956, FROM THE GOVERNMENT OF MaDRAS (HEALTH EDUCATION AND LocaL
ADMINISTRATION DEPARTMENT) TO THE GOVERNMENT OF INDIA, MINISTRY
OF HEALTH.

SuBJECT :—Drugs—Drugs Rules, 1945—Amendment of Rules 65 and 97—
Revision of Schedules E, G and H—Insertion of a new Sche-
dule L—Views of this Government communicated.

REFERENCE :—Sri P. N. Anand’s letter No. F. 1-48/55-D, dated 15-12-55.

I am directed to forward a copy of the letter No. 1577-D/56, dated
16-2-56 of the Drugs Controller, Madras with the enclosure thereto, in the
matter for necessary action.

5 (ENCLOSURE)

’‘ .

Cory OF LETTER REF. No. 1577-D/56, DATED 16-2-56, FRoM THE DRUGS
CONTROLLER, MADRAS STATE, MADRAS-6, TO THE SECRETARY TO THE Gov-
ERNMENT OF MADRAS, HEALTH, EDUCATION AND LOCAL ADMINISTRATION
DEPARTMENT, MADRAS-9.

SUBJECT :—Drugs—Drugs Rules 1945—Amendment of Rules 65 and 97—
Revision of Schedules E, G and H—Insertion of a new Schedule
L. : .

. REFERENCE : —Government Endt. No. 129765/55-1-H. 11, dated 3-1-56.

In enclosing herewith a copy of remarks of the Government Analyst
(Foods and Drugs) King Institute, Guindy and of the Drugs Inspector Madras
City, I am to state that I agree with their remarks.

(True copy.)

CoPY OF LETTER No; R. C. No. 4976/D6/56 dated 9-2-56, FROM THE
GOVERNMENT ANALYST (Foop AND Drucs) King INsTITUTE, GUINDY,
ADDRESSED TO THE DRUGS CONTROLLER, MADRAS STATE, MADRAS-6.

SUBJECT : —Drugs—Drugs Rules 1945—Amendment of Rules 65 and 97—
Revision of schedules E. G and H—Insertion of a new Schedule.

REFERENCE :—Your letter No. 1577-D-55 dated 6-1-56 communicating End_t.
No. 129765-55-1-H. 11, dated 3-1-56 over the Govt. of India
letter No. F. 1-48-55-D, dated 15-12-55. -
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(16) Conicine
(17) Conarnine

Item III of the draft amendments

i The exemption from the Poisons Rules for substance containing less than 27 E ine
“a specified percentage of the poison does not appear to be justified in most (27) Ecgonin
cases. This is apparent from a study of the United Kingdom Poisons List. (31) Ethylmorphine

IPh the U. K. all poisons are included in the Poisons List which is divided (32) Gelsemium, alkaloids. of
into Part I and 1I (This division does not concern us here, as it refer to the .

authority to sell Poisons). In addition to the Poisons List there are a few - (33) Homatropine
Schedules of which the First Schedule and the Third Schedule are relevant (34) Hyoscine
to the present discussion. These schedules do not contain any Poisons other

than those listed in the Poisons List. But poisons in the First Schedule are (35) Hyoscyamine

subjected to special restrictions, in that they should be sold only to authoris- ‘ (38) Morphine
ed persons and a record of the sale should be kept. Certain exemptions are _ .
provided in the first Schedule but the exempted drugs are free from the spe- (40) Papaverine

cial restrictions only and not from the general rules common to poisons. The . .
Third Schedule cor):sists of some substgances which are absolutely exempted ' (43) Babadilla, alkaloids
from the Poisons Rules. On the other hand, in our Poisons List which is (46) Strychnine

copied from the U. K. List, exempted substances ilb both the First and Third | bai

‘Schedules of the U. K. List have been clubbed tog€ther indiscriminately, and (47) Thebaine

removed from the operation of the poisons Rules, which is wrong. (49) Veratrum, alkaloids of

An example will make the position clear. In UK. “Cocaine” is a poison 10. Aminoalcohols

included in the Poisons list and also in the first Schedtle but substances con- 15. Antimonial Poisons
taining less than 0-1 per cent of cocaine are only exempted from the special )
restrictions and not exempted from the general provisions in regard to ‘Poi- 16. Arsenic
sons’. In other words a substance containing less than 0-1 per cent of cocaine 26. Cantharidine
is a poison subject to the Poisons Rules, whereas in our Poisons List it is not i
% powson, _ 40. Digitalis
Only the exemptions copied from the Third Schedule of the U. K. Poisons 62. Hydrocyanic acid

‘Rules are in order and may remain. Thus although “Hydrochloride Acid” 74 M
is a poison in Part II of the UK. List substance containing less than 9 per = Acteury
cent of the Hydrochloride acid in the Third Schedule and are not there- 83. Morpholinyl ethyl morphine
fore listed as being poisons. .

' 90. Nux Vomica

The following is a list of the poisons in Schcdule_ E which should be 92. Opium.
‘treated as poisons irrespective of the concentration. It is suggested that the

‘words “except substances containing less than............ occurring in the

Tollowing items of Schedule E may be deleted. The following substances may be deleted from the Schedule E as they:

are not classified as Poisons in UK :—

3(6) Berberine

11. Aminoptarin

Item No. 3.—Alkaloid, the following, their salts, simple or complex : —
(3) Aconite
(4) Apomorphine
(5) Atropine
(7) Belladonna, alkaloids of
(12) Coca, alkaloids of
(13) Cocaine
(14) Codeine
(15) Colchicine

39. 4:4 Diamino diphenylsulphone

64. 3-hydroxy N methylmorphinan and its salts
89. Nitrophenols

100. Pentaquine

117. Quinacrine

133. Zinc Chloride.
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Of the above drugs Aminopterin and Pentaquine have been already in-
cluded in the draft Schedule G and 4 - 4—Diamino—diphenyl sulphone in
draft Schedule H.

3. (39) Nicotine

13
Exemption should be given, Under this
head to tobacco.

"'48. Methyl Alcohol The unqualified categorisation of this'as a

- poison is not desirable. Exemption may
be granted to methylated spirit.

86. Nisentil (NU—1196)

"The chemical name should be given
instead of the trade name.

95. Oxalic Acid The exemption given to Potassium quad-

roxalate should be omitted as all n}ctalic
oxalates are in the U. K. Poison List.

Item IV of the Draft Amendments
Amendments suggested in Schedule G:

Item No. 3(6) of the draft Poisons List, Berberine, and item No. 64.3-
hydroxy-N-Methyl morphinan and its salts may be included in Schedule C.

Item V of the Draft Amendments
117. Quinacrine may be included in Schedule H.

Copry OF LETTER No. REF. No. 59-DI/56 DATED 27-1-56 FROM THE DRUGS
INSPECTOR, MADRAS CITY ADDRESSED TO THE DRUGS CONTROLLER, MADRAS
STATE, MADRAS-6. =

SuBJECT :—DrugPDrﬁgs Rules 1945—Amendment of Rules 65 and 97—
Revision of Schedules E, G and H—Insertion of a new Sche-
dule L.

REFERENCE :—Your Memo. No. 1577-D/55, dated 6-1-56.

The following remarks are submitted in respect of certain draft amend-
ments: —

1. (b) Rule 65(9):—The period of six months specified for the retention
of prescription for the sale.of schedule H and L drugs is not considered ade-
quate and it may be enhanced to 2 years as provided for the preservation of
all register§ and records maintained under Rule 65(7).

It is usually found during inspections that the sale of schedule H drugs
without prescription are entered in the name of some R.M.P. or institution
which is fictitious.

Therefore the proviso exempting the requirements of prescription for
the supply of schedule H and L drugs to a Registered Medical Practitioner
etc. may be modified so as to facilitate detection of sales which are not bona-
fide by making it incumbant on the licencee to preserve the requisition from
the R.M.P. or institution.

1. (¢) Rule 65(16).—As schedule L drugs are also required to be sold
by retail on a prescription and schedule L includes schedule C and CI drugs
also, the details of the purchase of schedule L may also be required to be
entered in the proposed register. Schedule C may be exempted from the
purview of this sub-rule by a proviso.

15

It is also necessary to furnish the Batch No. and name of manufacturer
of the drugs.

11 (b) Rule 97(5).—Since “Industrial Methylated spirit” contains Methyl
alcohol (in the form of Woodnaphtha) which is specified in the proposed list
of schedule E, the word “Poisons” may also be included on the label, in ad-
dition to the words “for External use only”. -

As Schedule L drugs are required to be sold by retail on a prescription,
another sub-rule viz. *97(6) may be added, similar to the labelling require-
ment of schedule L drugs. - ‘ ‘

*97(6) the container of a medicine made up ready for the treatment of
human ailments shall, if it contains a substance specified in schedule L, be
Iabelled with the words: “Schedule L. Drugs” Warning:— To be sold by
retail on the prescription of a R.M.P. .

VI “Cortisone” and similar preparations may also be included in Sche-
dule L since the properties are similar to ACTH.

(True Copy?)
(8d) X X X
Superintendent.

" CoPY OF LETTER DATED THE 26TH MARCH, 1956, FROM THE SECRETARY,
THE SAURASHTRA CHEMISTS’ & DRUGGISTS’ ASSOCIATION, RAJKOT TO THE
MINISTRY OF HEALTH, GOVERNMENT OF INDI1A. NEW DELHI.

With reference to the draft ameéndment to the Drugs Rules, 1945 noti-
fied on December 15, ’55 and inviting objections and suggestions from inter-
ested parties by April 1, ’56, my Association submits as follows: —

Amendment I(a).—The removal of Proviso to condition (a) to Rule 65
will remove the distinction betwéeen sales of Schedule E drugs in packings
and loose. The sales in packings which are allowed by persons who are not
“qualified persons” under the Drugs Rules, are intended to be disallowed.
The underlying object is not very much disputed but until such time there
are adequate “qualified persons”, this amendment, it is requested, should be
postponed. If permitted, we may further request that the Proviso should be
so amended that sales of Schedule E drugs in loose form is permitted by
persons who are not “qualified persons”.

Amendment 1(b).—The condition (9) to Rule 65 is intended to be replac-
ed by another condition and as applying to Schedule H & L Drugs. The first
para of the first paragraph of the new condition is not objected to but the
second part thereof which requires retention of prescriptions for schedule H
& L drugs for 6 months is objected to often the prescription is an important
document for the patient and he would not like to part with it. The Doctors,
often Consultants, who issue such prescriptions will not find it convenient to
issue it in duplicate. The patient preparing a duplicate for retaining it for

. himself is not a good alternative. It is likely to lead to serious consequences

sometimes. In future consultation too the original prescription would be in-
dispensable and the duplicated prescription will not be acceptable. Under
these circumstances, it is requested that the good faith of the “qualified per-
sons” who alone will be able to dispense such prescriptions, be relied upon;
if this is not possible it may be prescribed that where this is not possible, a
duplicate of the prescription signed by the purchaser is retained.
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Amendment 1(c)—This requires maintenance of registers of Purchases
for resale of Schedule E drugs just like purchases of Schedule C drugs are
recorded in registers. This is strongly objected to because it will entail heavy
clerical work. The Schedule E is proposed to be enlarged and this will bring.
in it many items which are at present outside Schedule E. In normal course
of business - purchases of all drugs are recorded in  purchases
“vouchers and if there is no rule requiring retention of these
vouchers, the proper measure would be to introduce such a rule requir-
ing retention of such vouchers and the proposed rule may lay down-the par-
ticulars such vouchers should contain. It would be a sheer waste of man
—hours in a vital profession as this in ordering duplication of particulars re-
lating to purchases from purchases registers. If permitted, we would submit
that the above objection be considered in respect of the present rules requiring
maintenance of purchase registers for Schedule C drugs. N

Amendments 11, 11, IV, V & VI—No objection or suggestion except
that the manufacturers and importers should be required gradually to mark
their respective preparations with letters “E”, “G”, “H” & “L” to denote:
that the particular preparation would fall below the respective Schedule.

Thanking you.

CopY OF LETTER No. B. 1955, DATED THE 31ST MARCH, 1956 FROM THE
RETAIL AND DISPENSING CHEMISTS ASSOCIATION, BOMBAY, TO THE UNDER
SECRETARY TO THE GOVERNMENT OF INDIA, MINISTRY OF HEALTH, NEW
DELHI.

SuBIECT : —Draft Notification in the Gazette dared 15-12-1955 making am-
endments to the Drugs Rules, 1945.

With reference to the above Draft Notification, we beg to offer the fol-
lowing comments for the favour of your sympathetic consideration:—

Clause I (a) to the Draft Amendments

The dropping of the proviso to condition (2) of Rule 65 will mean that
the retail sale of even a packed bottle of a preparation containing Schedule
E drug cannot be made except by or under the personal supervision of a
qualified person. Schedule E is comprised of vast range of drugs. Under the
existing Rule a sale of a packed bottle of Schedule E drug does not requiie
the supervision of a qualified person, whose maintenance is not within the
easy reach of all. A majority of retail chemists has a business of hardly
Rs. 75 to Rs. 100 a day. It will be appreciated that retail chemists hav-
ing such a small turnover, cannot afford to employ a qualified person.

Under the circumstances the dropping of the above proviso will add to
the already existing hardships of the Chemists and many of them will be de-
prived of their fundamental rights to continue in business which they have
been doing since long. Moreover, Government is not unaware of the fact that
sufficient qualified persons are not available in the country at present and,
therefore, it will be conceded that it may not be possible to enforce this
change without driving so many retailers out of trade. One is also at a loss
to understand as to how the presence of a qualified person is going to help
the Government in controlling the misuse of these drugs, if any, by the pub-
lic. It is doubtful that a person would misuse the poisonous drug knowingly
as everyone now-a-days is fairly conscious of the responsibility of oneself and
nothing would stop a desparado.
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‘It will not be out of plage to mention here that most of the so called
qualified persons are compounders only who have practically little knowicdgc
of patent medicines. It is a fact that such compounders are of no use to a re-
tail chemist so far as the sale of patent medicines is concerned. This state-
ment sounds rather surprising, nevertheless it is true.

It is earnestly requested. therefore, that the ch-zmce‘ c
: 3 , s ontempla
not be carried out. - plated may

Clause I(b) to the Draﬁ Amendmenis

The submitted condition (9) in Rule 65 makes major chanses i e -
sent conditions. The addition of Schedule L in conditicjan ) irsgfxbotmatt hacllpég- :
sirable as this Scheduie includes very common antibiotics like Penicifiin etc.,
which should be wiihin easy reach of a consumer for treatment of such com-
mon ailinents as cold, sore-throat etc. If such common things like Peniciilin
Lozenges are not available to the public without the prescription from the
Medical Practitioner it is evident that it will definitely result in great hard-
ships to all, consumers, dealers and the doctors. In our opinion::rtherefore
this is not a practical proposition at all. ’

. The condition of retaining the prescription which is now being added is
again an impractical proposition.

It is a well known fact that the Medical Practitioners and ic
consultants have no time to study the Drugs Act and Rules agfipcf;\‘i]cyfotrhec
they are not normally aware of ifs various restrictions and the details of the
Schedules. They prescribe all the medicines on one prescription. Even the case
history of the patient and all directions and instructions meant for pétient
are also written on the same prescription. Under the circumstances, it is quite
natural that the patient does not like to part with the prescriptibn. ‘Acain

the consultants invariably demand the origi inti
s ; original prescr
visit of the patient. g p iptions on subsequent

We humbly request the Governmen ke i i ion :
v . d 5t the t to take into consideration 3 C
practical difficulties which are very real and important. e e

We wish to impress upon i if thi ition i
I you, Sir, that if this new condition is enforced,
!t]hc dsalefof very important and Vital drugs will automatically pass into fhc
ands of unauthorised dealers who may pass on sub-standard and spurious

drugs to the needy persons not holding prescripti i
_ ‘need tions. -
lic health will be very difficult to con%rgl. ekttt S

It may be added here that even the ipti Fugs
) i > prescriptions of Dange D

hkc(:i Mcgphmc and Cocaine are not required to tfe retailed by gth?lé‘sher;?sgt:
under the Dangerous Drugs Act. The necessity of retaining the prescriptions

was never felt as Chemists are fai i icti i
b o e re faithfully observing all the restnctzorlls,‘-whlch

We beg to impress upon you that the enforcement of th \ditic
( e condition of
;iumppiyuilg com.rtr)llon drugs only on prescriptions which are to be retained is
andp l{ulmpl?m e. It may be recalled that all offences ander the Drugs Act
ol ¥ Ofes adv.e. been made cognizable. It is submitted, therefore, that laying
i Chercnczgt :gotr}xli :;(htlr(;h are 1m;})10531ble to observe will simply expose the
me punis i i
be favouritism, corruption an% wha;n:::)tt?. he logical result, of ‘au t‘h!_?:,gVOu‘d
2—1 M. of Health/58 (18th Mecting)
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We are confident that the Government will seriously think over the
matter before doing something which will let loose the very evils which they
want io put an end to.

Clause I(c) to the Draft Amendments -

The addition of condition (16) making provision for a Regis-
ter of Purchases for Schedule E drugs will increase the clerical work of the
retail Chemist enormously without any advantage to anycne. The Chemists
at present are already overburdened with innumerable Records, Registers and
odd io"s of the business. It will be observed that the Chemists’ clerical job
is increasing from year to year and the noble profession of a Pharmacist or a
quali“=' pzrson is being converted 1o a clerk’s job. It is a fact that a major
part ol s time is being wasted 1n wriung voiuminous records, and Registers
which a-e seldom of any use to anybody. With all humility, we feel that this
unp o¢ 'ciive labour is a collosal waste of National Enerey; which cannot be
justi”ed in the present conditions of India. We regret to find that the technical
skill " 1 Pharmacist is being gradually converted into the monotonous work
of a clz-k. ‘

The hardships of a law abiding Chemist have increased to such an extent
that he f{inds it difficult to continue with honesty. 1t can be proved from facts
and fi ‘ures that during the last 5 years real honest Pharmacists have changed
_their line of profession and unscrupulous persons have replaced them. This
undes rable state of affairs is bound to continue unless something is done in
the matter. R .

«We are confident that the Government will seriously consider the above
submissions. .

Thanking you.

Copy OF LETTER NO. A/7/56, DATED THE 12TH MARCH, 1956 FROM THE
BAREN.LY CHEMISTS ASSOCIATION TO THE HON. MINISTER FOR HEALTH,
GoviRNMENT OF INDIAN UNioN, NEW DELHL

Please refer to the Government Notification dated 15th December 1955
rega~dine the draft of further amendments to the Drug Rules, 1945 proposed
to be made under Section 33 of the Drugs Act, 1940 (XXIII of 1940).

We have the honour to lay down the following objection to the same.

In rule 65:—

(b) Re: the new condition (9).

The second sentence in the new condition (9) viz. ‘fTI]e Prescription shall
be retained by the retail dealer dispensing the prescription for a period of
six moaths” may please be deleted as it will not be practicable.

Hoping to receive due consideration.
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Cory OF LETTER No. DSCTA/56/708 or. 26TH APRIL, 1956 FROM THB
DELHI STATE CHEMISTS ASSOCIATION TO THE SECRETARY, MINISTRY OF
#HEALTH, GOVERNMENT OF INDIA, NEwW DELHIL

SUBIECT : —Drugs Rules, 1945.

REFERENCE :=Notification No. S. R. O. 3774, dated 15th December 1955, of
your Ministry, issued in the Gazette of India, dated 31st De-
cember, 1955.

With reference to abgve, I am to submit that the Executive Committee
of this Association considered the proposed amendments to the Drugs Rules;”
1945, as notified in the above notification, in its meeting cn 14th instant.

The Committee was of the unanimous opinion that the proposal requir-
ing the Retail chemists to keep a record of the prescriptions of all the Drugs
of Schedules H & L is neither practicable nor necessary. If prescribed, it will
entail unnecessary trouble to all the chemusts, as detailed below: —

I. That the chemists are alréady keeping record of the sales of Schedule
H Drugs in the prescribed registers and this will only entail duplication.

II. The prescriptions as issued by the Medical practitioners are usually
scribbled in haste and do not contain all the implied wants of the “Prescrip-
tion” as defined in the Drugs Act. If the amendment under reference is en-
forced, the responsibility for ircompleteness of the prescriptions will fall on
the chemuists. Moreover, the Chemists have no method of testifying the genu-
ineness of the prescriptions and Signatures of the Doctores, though they
would be called upon to accept liability on their behalf.

ITI. The Doctors issue only one copy of prescriptions, which the patient
always desires to retain with himself. Whenever a patient is asked to give
the prescription for record, he must smell insincerity on the part of the che-
mist. Legally speaking, he is the owner of it and chemist has no right to
demand it.

IV. Usually the prescriptions contain details for more than one medicine
and its retention by the chemist, providing the H or L Schedule Drug will
compel the customer to buy all the medicines from the same shop, which
enay not suit the patients convenience.

V. All the hospitals, dispensaries, and charitable institutions and even
certain private Medical Practitioners demand their patients to bring the same.
prescription chit on the following day, if they wish to be consulted. Conse-
quently the patient would never be willing to part with the prescription.

_ In view of these we are to request you not to make retaining of the pres-
criptions as compulsory; when it serves no useful purpose. In the end, we
would request you to consider these practical difficulties before arriving at
final decision.

< It appears that we havé been little late in submitting our views but hope
this delay will be ignored.

Thanking you.
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Copy oF LETTER No. DRG 1155/25,522-H, DATED THE 1ST May, ’56
FROM THE GOVERNMENT OF BOMBAY TO THE UNDER SECRETARY TO THE GOV-
ERNMENT OF INDIA, MINISTRY OF HEALTH, NEw DELHI,

SUBIECT :—Drugs Rules, 1945-—Amendment of Rules 65 and 9T—Revision
of Schedules E, G & H—Insertion of a new Schedule 1.

With reference to the correspondence resting with this Department Let-
ter No. DRG 1155/10339-H, dated 3rd March, 1956, on the subject men-
tioned above, I am directed to state that the Drugs  Controller
for the State of Bombay, has intimated to the State Government that he
came across recent amendment to the Poison Schedule under the Poisons Act
in Great Britain. He, therefore, considers that necessary amendments should
also be made to Schedule E of the Drugs Rules amendments to which are
under consideration of the Government of India at present. The State Gov-
ernment agrees with the views expressed by the Drugs Controller and requests
that the Government of India, may kindly be moved to incorporate the
followine amendments while finalising amendment to Rule 65-97 and re-
visions of Schedules E, G & H and insertion of a new Schedule L :—

1. Schedule E :—
(1) Head of item No. 3 should read as follows :—

Alkaloids, the following: their salts, simple or complex; their quater- -

nary compounds.
(2) In sub-item 39 at item 3_instead of ‘Nicotine’ the following should
.be added:—

“Nicotine, its salts”.

(3) Item 63 should be amended as follows:—

“Hydrofluoric acid, potassium fluoride, sodium fluoride, sodium sili-
cofluoride, and other alkali fluorides”.

(4) After item 68, ‘Ketobemidone’, the following should be added : —
*“Laudexium”. )

(5) After item 71 the following should be added:—

“Mannityl Hexanitrate”

(6) In item 110, namely, Phosphorus compounds, after ‘Schradan’ the
following should be added : —

“Sulphotepp”.

I1. Since preparations of Schedule L are to be sold only on the prescrip-
tion of a Registered Medical Practitioner, it is necessary that such prepara-
tions should also be labelled on the same lines as Schedule H preparations
are required to be labelled, under clause (c) of sub-rule 1 of Rule 97, and
following amendment to sub-rule 1 of the rule 97 is suggested : —

(d) If it contains a substance specified in Schedule L, it shall be label-
led with the words:—

“SCHEDULE L DRUG

Warning—To be sold by retail on the prescription of a Registered Medical
, Practitioner only.”

~
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Copry OF LETTER No. MEDL/2678/3D-2/56, DATED THE 9TH AFPRIL, 1956
FROM THE GOVERNMENT OF WEST BENGAL TO THE SECRETARY TO THE GOv-
ERNMENT OF INDIA, MINISTRY OF HEALTH, NEwW DELHI.

SUBJECT :—Drugs Rules, 1945—Amendment of rules 65 and 97—Revision
of Schedules E, G and H—Insertion of a new Schedule L.

With referénce to Shri P. N. Anand’s letter No. F. 1-48/55-D, dated the
15th December, 1955 on the above subject, I am directed to furnish below
the comments of the Government of West Bengal on the different items of
draft amendment published with the Ministry’s Notification No. F. 1-48/55-D
dated the 15th December, 1955 : — '

" Item I(a) We agree.
Item I(b) We agree and further suggest that rule 65(11)
L ) of the Dru
Rules, 19fl-51 which deals with the procedure of supplyigg
schedule "H' diugs more than once on old prescriptions, may
be deleted. After the draft amendment is finalised, question
of repetition of old prescription does not ariss.
Ttem I(c) We agree.
Item II(a) ¢ We agree.
Item II(b) We agree.
Item III We agree.
Item IV We agree.
Ttem V We agree.
Item VI We agree and further suj
. ggest that these drugs may be
labelled like schedule ‘H’ drugs. For this pu.gposc, '\aftcr
Rule 97 (1) (c), the following sub-rule may be inserted:—
_ Rule 97(1)(d)—¢*if it contains a substance speci i
97(1 pecified che-
dule 'L’ it should be labelled with the words ‘Schircliusle i
Drugs’.”’
Warning To be sold b i ipti i
y retail t i
ottty iy il on prescription of Registered Medical
<

. Copy oF LETTER No. DO-1, DATED 15-3-56 FROM M/s VoLTas
IMITED, BOMBAY TO THE DRUGS CONTROLLER, INDIA, NEW DELHL

With reference to the announcement in the Gazette of India

ber 1955, Ministry of Health, New Delhi-2, 15th December 1955,, gllgtOD%c’%?i
;_!ilgxzng details of a further draft amendment to Schedule E of the Drug Rules,
: 45 which will be taken into consideration on or after lst April 1956 ou;

rgncxpals, Messrs. F. Hoffmann-La Roche & Co. Ltd., Basle, Switzcriand
pt;l:gpose pIac1qg on the market in India a cough syrup styled “ROMILLAR”
which has as its active ingredient the substance Dextromethorphan in a con-
oentrx;atlon of 0-2% Dextromethorphan base equivalent to 03% of Dextro-
u;:at f)r'phan Hydrobromide and, as such, they request that Dextromethor-
phan; its salts, may be deleted from the proposed draft. Should this step
not be possible from the Government’s view point, we would request you to
c;)nsxder amending the present wording in the draft Schedule so as to ex-
clude those substances containing less than 1:5% of Dextromethorphan.
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In this regard the United Kingdom has am'ende;d its Poison Law in respect
of Dextromethorphan and the First Schedule is amended as follows:—

‘() for the item “Dextromethorphan; its salts™ substitute the item “Dex-
tromethorphan; its salts, except substances containing less than 1-5 per cent

EEIE)

of Dextromethorphan”.

For your ready reference, we enclose a photo copy of page 6 of the
Pharmaceutical Journal dated 7th January 1956 on the subject of New Poi-
sons Regulations, Amendments to the List and Rules, which came izto ope-
ration on 20th January 1956, and would draw your attention to the bottom
left hand corner, last item, which we have quoted above.

Should it not be possible for you to exclude Dextromethorphan
and its salts from the provisions of Schedule E, we should be most grateful,
on the basis of the above information, if you would kindly exclude from
the provisions of Schedule E substances containing less than 1-5% of Dex-
tromethorphan.

CoPY OF LETTER NO. 339, DATED 29-3-1956 FROM THE PHARMACEUTICAL
& ALLIED MANUFACTURERS & DISTRIBUTORS ASSOCIATION, LIMITED, BOM-
BAY-1 TO THE DRUGS CONTROLLER, INDIa, DIRECTORATE GENERAL OF HEALTH
SERVICES, NEw DELHI.

We refer to the draft amendments to the Drugs Rules of the 15th of
December 1955 and published in the Gazette of India, December 31st 1955.
'Several of our member firms have suggested alterations to the propos@d
amendment which we give in the following :—

Pituitary gland, the active principles of, are according to the new amend-
ment includé}d into Schedule E, into Schedule G and into Schedule H. In this
case labelling requirements of both Schedule G and Schedule H'wquld ap-
ply. It is, therefore, proposed that pituitary gland, the active princivles of,
should be deleted from the proposed Schedule H and be only retained in

Schedules E and G.

Suprarenal gland, the active principles of; their salts—With the new
amendment, Adrenaline will come within the purview of Schedule H. Our
member firms draw attention to the fact that Procaine Adrenalise combina-
tions have been introduced in dental practice for many years as local anaes-
thetics. As Procaine Adrenaline will now fall under Scheadule H, sale of this
combination will only be possible on the presentation of"a prescription by a
registered medical practitioner. There are registered dentists in this country
but a very large number of dentists are not registered medical practitioners.
Thus it will not be possible to those un-registered dentists to prescribe this
drug. If the proposed amendment would be implemented in its present form
it would create considerable hardship for both the dental profession and
for the public, particularly in rural areas. It is, therefore, suggested to omit
Suprarenal gland, the active principles of; their salts from Schedule H.

Another of our member firms draws attention to the fact that prepara-
tions of corticosterone in the form of eye drops and eye ointments would
as proposed in Schedule H preparations fall under prescription. It is suggest-
ed that these preparations are meant only for local application, hence the
rate of absorption would be too small for systemic side-effects to occur.
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Mepacrine Hydrochloride—One of our members proposes that Mepa-
crine Hydrochloride which has been included into Schedule E in the draft
amendment should be exempted again. Mepacrine is not designated as a
poison in other countries and would, therefore, require special labelling in
the Indian market. The member firm further comments that the inclu.ion of
Pethidine hydrochloride into Schedule H would mean special Iabellins for ihe
Indian market. Pethidine as a dangerous drug is so closely controlled that
there is hardly any like'ihood of the drug being sold to the general public
except on prescription. .

Finally attention is drawn to the newly created Schedule L in your draft
amendment. So far no special labelling provisions seem to be proposed for
this Schedule as the items falling under it do not come within the provi-.
sion of Schedule E. It is proposed that an amendment be made to Rule
97 extending the same labelling provisions to Schedule L preparations as
those at present applying to Schedule H drugs.

Altogether it may clarify matters if to every item mentioned in the dif-
ferent schedules letters are addegl indicating in which other schedules the drug
is also included. It will materially help to avoid mistakes in labelling.

Hoping that our suggestions will have your consideration, we are,

Cory OF LETTER NO. 367, DATED 1-5-1956, FROM THE PHARMACEUTICAL
& ALLIED MANUFACTURERS’ & DISTRIBUTORS’ ASSOCIATION, LTD.; BOMBAY TO
THE DRUGS CONTROLLER, INDIA, DIRECTORATE GENERAL OF HEALTH SERVICES,
Ngw DELHI.

- We beg to refer to our letter No. 339, dated 29th March, 1956, oTering
our suggestions in regard to the proposed amendments to the Drugs Rules,
1945.

At the moment preparations of Cortisone can only be made on the pres-
cription of a registered medical practitioner which has been counter-signed
by the Civil Surgeon. It is our feeling that the object of including Corii one
preparations under Schedule H was made with the object of dispensing with
the necessity of a counter signature by the Civil Surgeon. We therefo-e sug-
gest that the proposed amendment to the Drugs Rules under this hzading
should be amended to read “Cortisone/ preparations of and their derivatives
excluding those for external use”. ;

Cory oF MEMo No. Misc. 1/56/485, DATED 1ST MAY, 1956 FROM THE
AsSISTANT DRUGS CONTROLLER, INDIA TO THE DRUGS CONTROLLER, INDIA,
DIRECTORATE GENERAL OF HEALTH SERVICES, NEw DELHL

SUBJECT : —Draft amendment to Drugs Rules.

REFERENCE : —Notification in the Gazette of India, Pari HH—Sec. 3 of the
Ministry of Health of 15-12-1955. ‘

(S.R.0. 3774)

It is observed that the words “or Propylenediamine” have been omitted
to be included at the end of the entry “Antihistamine-substances the following
<1 S of ethylene diamine™ under the proposed draft of Sched:de H,
though they appear in the draft Schedule E at the corresponding eniry as
well as in the UK. Poisons List. An amending notification may therefore be
caused to be issued in this regard, if considered necessary or this may please
be corrected at the time of issuing the final amendment.
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No. F. 1-4/56-D
GOVERNMENT OF INDIA
MINISTRY OF HEALTH

New Delhi-2, the 31si May, 1956.
From
Shri T. V. Anantanarayanan, M. A.,
Under Secretary to the Government of India.
To -

The Secretary,

All India Chemists & Druggists Federation,
10, Bongfield Lane,
Calcutta-1.

SusseCT : —Drugs Rules, 1945—Amendment of rules 65 and 97—Revision
of Schedules E, G and H—Insertion of a new Schedule L.

SIR,

_ With reference to your letter No. 16/415, dated the 15th May, 1956, I am
directed to say that the observations made therein in regard to the proposed
amendments to the Drugs Rules, 1945 will be duly considered before the
finalisation of the said amendments. :

Yours faithfully,

- ; (Sd.) T. V. ANANTANARAYANAN,
Under Secretary.

No. F. 1-4/56-D.

Copy, with a copy of the letter under reply, forwarded to the Secretary,
Drugs Technical Advisory Board, C/o Directorate General of Health Services,
New Delhi with reference to his u. o. No. 8-36/56-D, dated the 14th May,
1956. 1t is requested that the letter from the All India Chemists & Druggists
Federation may kindly be placed before the next meeting of the Board and
the views of the Board thereon communicated to this Ministry before the pro-
posed amendments are finalised.

By Order,
(Sd.) T. V. ANANTANARAYANAN,
Under Secretary.

Copy OF LETTER No, 170/56 DATED THE 13TH APRIL, 1956, FROM DR.
B. P. MOORARKA, PRVL. SECRETARY, M. P. PrvL. BRraANCH, ALL INDIA

MEDICAL LICENTIATES’ ASSOCIATION, BILASPUR, M. P. To SHRI P. N. ANAND,

UNDER SECRETARY TO THE GOVERNMENT OF INDIA, NEw DELHIL
SuBIECT : —Drugs Rules, 1945—Amendment of.

With reference to your letter No. F. 1-9/56-D, dated 10-4-56 I have
pleasure to note that I am in receipt of your letter and have to note as fol-
lows : —

As the Government is unable to change the rules so as to enable the

Schedule ‘E’ drugs to be sold under the prescription of regd. medical prac-,

fitioner, it is requested that item No. 3, sub-item No. 30—Ergor and item No.
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16—Arsenicals esp. injectibles arsenicals under schedule ‘H’ so as to make

them saleable under the prescription of a regd. practitioner. The quackery

depends on these products mainly, among other products and it is essential

that these two products should be brought under schedule ‘H’ and

it is sincerely hoped that due consideration will be given to our suggestion.

As there is no check, the people in-villages are using Ergot preparations in-

descriminately and so is the case with Arsenical injections and it is requested
that these two items be removed from schedule ‘E’ and added to schedule

“H’. As-regards the fixing of definition of ‘registered medical practitioner’ it.
is submitted that only those practitioners who have had training in allopathic

medicines should only be allowed to prescribe. Persons who have undergone

mixed training as for example Benares Umyersﬂy AM.S. may-.be allov_v;d but

certainly, all ayurvedic practitioners, Unani and Homoeopathic practitioners-
should not be included in this category. It may be noted that in Homoeopa-

thic science injection therapy is not recommended even and- as such only those

who have training in these drugs should be included-in the definition of re-

gistered medical practitioner.

It is siﬁcerely hoped that above few facts will be given utmost consi--
deration and an early reply is expected.

Cory OF LETTER No. 16/415 DATED THE 15TH MAY, 1956, FROM THE ALL
INDIA CHEMISTS & DRUGGISTS FEDERATION TO THE SECRETARY, MINISTRY
oF HEALTH, NEw DELHI

SuBJECT : —Drug Rules, 1945.

REFERENCE : —Notification No. S. R. O. 3774, dated 15th December, 1955, of
your Ministry issued in the Gazette of India, dated the 3lst
December, 1955.

In continuation of our letter No. 15/363, dated the 9th May, 1956, ad-
dressed to the Drugs Controller (India), requesting an extension of time
for submission of obijections on the above proposed amendment I beg here-
by to submit the following for your consideration. I hope, you will kindly
consider our objections in all seriousness.

The Federation is of opinion that the proposal requiring chemists to
maintain records of sale of all drugs of Schedules H & L and to preserve
prescription of Doctors is something unpracticable and unnecessary. If this
proposal is given effect to it will simply create complication, trouble and de-
lay for the chemists and the public in the matter of service of prescriptions
for the reasons given below : —

1. The Chemists are already overburdened with maintenance of various
kinds of registers, records, etc., under the Drugs Act and other Government
Acts and when records of sales and purchases are already kept by the chemists
it is mere duplication of work to maintain registers again.

2. Prescriptions are generally written out by Doctors without giving their
addresses and registration numbers and names are often not signed legibly.
The addresses of patients are very seldom written by Doctors. If service of
prescriptions are refused to patients for any of the above defects it will create
a chaos and the people will suffer.
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Besides it is not possible for a chemist to know the signature of all doc-
tors and as such a chemist should not be made responsible if any unauthorised
person signs the prescriptions and takes delivery of goods. ’

This Federation wonders at the proposal that a chemist should retain
the prescriptions of a doctor, containing-Schedule L drugs and preserve it
for six months. )

It is undeoubtedly known to-you that no Hospital or Charitable Dispen-
sary will attend an old patient unless the prescriptions of ths previous visits
are brought in and these previous prescriptions are always consulted by all
physicians before they examine and prescribe drugs for a patient on a subse-
quent date.

As such no patient will agree to leave his prescription to a chemist
from whom he purchases a drug. Moreover it may not be convenient or
possible for a patient to purchase all drugs of Schedule L from one che-
mists shop either in consideration of price or availability of stocks.

Considering all these points, I hope you will be good enough to drop the
proposed amendment and save the chemists as well as the public from un-
necessary trouble and harassment. This is the considered view of this Federa-
tion and I hope the Government will surely give it due consideration.

-

. Copy OF LETTER No. F. 1-17/56-D, DATED 31-5-1956 FROM THE UNDER
SECRETARY TO THE GOVERNMENT OF INDIA, MINISTRY OF HEALTH, NEW DELHI
TO THE SECRETARY TO THE GOVERNMENT OF WEST BENGAL, MEDICAL & Pus-
LIC HEALTH DEPTT., CALCUTTA.

SUBJECT :—Drugs Rules, 1945—Proposal for amendment—for restricting the
retail sale of Schedules C and E drugs only on the prescriptions
of medical practitioners.

With reference fo your letter No. Medl/2923/6P-30/56, dated the 17th
April, 1956, I am directed to say that the question of restricting the sale of
Schedule E drugs, as in the case of Schedule H drugs, only on the prescrip-
tions of registered medical practitioners, was examined by the Poisons Sub-
committee of the Drugs Technical Advisory Board. While observing that
such an arrangement would be ideal, the Sub-committee, taking into conside-
ration the hardships that would be caused to consumers, however, recom-
mended that till such time as medical and ancillary personnel were adequate
enough to run the medical services, it would not be advisable to give effect
to the proposal. The recommendation of the Sub-Committee which was en-
dorsed by the Drugs Technical Advisory Board, was accepted by the Govern-
ment of India and it is considered that there is no need to make any change
in this regard at present.

2. As regards the question of restricting the sale of Schedule C drugs
only on the prescriptions of registered medical practitioners, it may be stated
that ‘:h_e matter has been referred to the Drugs Technical Advisory Board,
and will be further considered after the views of the Board have been re-
ceived by the Government of India. g
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No. F. 1-17/56-D.

a copy of the letter under reply, forwarded to the Secretary,
Drugs Technical Advisory Board, C/o Directorate General of Health Ser-
vices. New Delhi with reference to his u.o. No. 8-36/56-D, dated
the 22nd May, 1956. 1t is requested that the question of restricting the retail
sale of Scheédule C drugs only on the prescription of medical practitioners may
kindly be placed before the Board at its next meeting and the views of- the
Board communicated to this Ministry in due course.

Copy, with

Copy OF LETTER No. MEDL./2923/6P-20/56, DATED THE 17TH APRIL,
1956, FroM SHRI S. C. ROY, ASSISTANT SECRETARY TO THE GOVERNMENT OF
WEST BENGAL TO THE SECRETARY TO THE GOVERNMENT OF INDIA, MINISTRY

OF HEALTH.
SUBJECT : —Stoppage of quackery and sale of medicines without prescriptions.

1 am directed to say that for some time past this Government have been
noticing the baneful effects of quack practice in the medical profession and
the sale of medicines without prescriptions, which accompanies such a practice
and therefore, considering ways and means to see how far such undesirable
practices can legitimately be restricted. While prohibition of quack practice
is a desideratum in our existing regulation, this Government feel that it is not
immediately feasible to rectify and consider that the only effective way is to
gradually modify Drugs Rules in such a way that essential drugs will more
and more be required to be sold in retail on the prescriptions of registered
medical practitioners only. For this purpose, this Government suggest that
provisions be made in the Drugs Rules, 1945 restricting sale in retail on
prescriptions of medical practitioners only, of the following two classes of
drugs: —

(a) Schedule ‘C’ drugs (Injections); and
(b) Schedule ‘E’ drugs (Poisons);

misuse of drugs will appreciably decrease if the above suggestion is stabilised
into the rules on the subject.

2. T am to request that, in the circumstances, the Government of India
may be moved for considering the suggestion of this Government as contained
in the preceding paragraph and to take necessary action in this regard.

Copy OF LETTER No. A/7/56 DATED THE 13TH MARCH, 1956, FROM
BAREILLY CHEMISTS ASSOCIATION, BAREILLY, TO THE HON., MINISTER OF
HEALTH, GOVERNMENT OF INDIA UNION, NEW DELHI.

Please refer to the Government Notification dated the 15th December.
1955 re : the draft of further amendments to the Drugs Rules, 1945 proposed
to be made under Section 33 of the Drugs Act, 1940 (XXIII of 1940).

We have the honour to lay down the following objection to the same.
In Rule 65 :—
(b) Re : the new condition (9) :
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The second sentence in the new condition (9) viz. “The Prescription shall
be retained by the retail dealer dispensing the prescription for a period of six
months.” may please be deleted as it will not be practicable.

Hoping to receive due consideration.
We remain.

Copy OF LETTER No. AGV/1210, paTED 14-3-1956 FrROM M/s. May &

Baxwr (INp1a) L., BoMBAY TO THE DRUGS CONTROLLER, INDIA, NEW DELHI. -

List of Poisons—Schedules E & H

Please refer to S. R. O. 3774 (Gazette of India, dated 31st December
1955), reproducing the drafts of new Schedules E and H. The following has
been included in both these schedules:—

“Antihistamine substances, the following, their salts; their molecular
compounds; Promethazine; ”

The new Schedules E and H, if introduced as they are, would also cover
a product which we offer for the prevention and treatment of travel sickness.
The product referred to by us is promethazine 8-chlorotheophyllinate which
we sell under the trade name AVOMINE.

Motion sickness is largely a personal problem, occurring in the great ma-
jority of cases, in otherwise healthy individuals *and, except in special
cases, should not necessitate the expenditure of time and money involved
in obtaining a doctor’s prescription. Since its introduction, hundreds of thou-
sands of tablets 6f AVOMINE have been sold throughout the world without
any evidence of serious toxicity. Side elfects, either as described in the litera-
ture [Harper, J. (1951) Lancet, i, 114], or reported to us by users or their
physicians, have been very infrequent and of no practical significance and
no instances of either intentional or accidental overdosage with AVOMINE
have come to our notice.

AVOMINE is already specifically exempted from poisons legislation in
a number of territories operated by May & Baker Ltd., Dagenham, such as
New Zealand, Tasmania, certain States of Australia and Nigeria.

In the circumstances, we would like to suggest that consideration be
given to excluding the 8-chlorotheophylline salt of promethazine from the
proposed new schedules so that it may be released for the personal use of
travellers in the same way as various hyoscine and other preparations.

. Copy OF THE LETTER No. AGV/1277 DATED THE 30TH May, 1956,

FROM M/s. MAY & Baker (Inpia) LTp., Kariviee HOUSE, SIR PHEROZSHAH
MEHTA Roap, BoMBAY, TO THE DRUGS CONTROLLER (INDIA), DIRECTORATE
GENERAL OF HEALTH SERVICES, NEw DELHI

List of Poisons—Schedules E & H

\ . .
We regret the delay in replying to your communication No. 8-36/56-D
of the 12th April, 1956.

As you probably know. antihistamine drugs as a class were brought
within the scope of the Poisons Regulations in the United Kingdom some
time noo. and Avomine. which is a derivative of the antihistamine Pro-
methazine is, at present, covered by the regulations. An application has,
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however, been made to the Secretary of the Poisons Board for the specific
exemption on the grounds of prolonged and widespread clinical use as an
anti-emetic and the absence of reports of toxicity. This application is still
outstanding, but we are hopeful that it will be favourably considered be-
cause we believe that the Poisons Board is prepared to add and deiete drugs
from the Poisons List if ‘they. consider such action justified on the basis

- of evidence provided by interested parties. -

We hope that you will consider adopting a similar policy. We have
already provided information on the experimental and clinical use of Avo-
mine, but if you wish to undertake an investigation yourself, we shall be
very glad to supply, free of charge, quantitics of Avomine itself for clini-
cal use, or, if your prefer it, of Promethazine 8-chlorotheophyllinate for ex-
perimental use.

Copry OF THE LETTER No. ATF7TC DATED THE 23RD MARCH 1956, FROM
M/s. PARKE Davis & COMPANY, LIMITED, CANADA BUILDING, HORNBY ROAD
BomBAY-1, To THE DRUGS CONTROLLER (INDIA), DIRECTORATE GENERAL 01;
HEALTH SERVICES, GOVERNMENT OF INDIA, NEW DELHI.

Draft Amendments to Schedules E & H.

We should ask you to refer to the Draft Amendments to the Dru Rul
gi %)ult;lsisshed under S. R. O. 3774 in the Gazette of India dated Dgescen;lbg
s L

Th.ls letter 1S written wlth palllCuldI lefele"Ce to the prop d dd
0s€d a 1tion
Of Antlhlstamlne Substa"ces, t]lc follOWlﬂ N thelr Salts o 0

We had sent a copy of the draft Amendments to ou

of th f ] r Head Office and
they have commented that if it is the intention to include all antihistamine sub-
stances within these two Schedules, the particular wording used for the pro-
_posed entry is not sufficiently all-inclusive.

It is pointed out that if a new antihistamine is ir ich i
t th ' itroduced which is not
covered by the description of the substances included in the proposed amend-
ment (or it may be that the present suggested amendment does not cover all
antlhlstz:.mmes W}ilclich may already be on the market) such antihistamine
preparations would enjoy a temporary advantage until the Gove
take further appropriate action. £ rment could

Would it not be advisable therefore to devise some other
. - - f :
plishing the intended purpose which would not have this def(vavcaty?o accom

May we suggest that the above be given consideration when the draft
amendment in question comes up for review?

Copry oF MEmMo. No. 9-A /140 DaTED THE 10TH FEBRUARY, 1956 FROM
SHRI S. H. MERCHANT, ASSISTANT DRUGS CONTROLLER (INDIA), MADRAS TO
THE DRUGS CONTROLLER (INDIA), DIRECTORATE GENERAL OF HEALTH SERVICES
NEW DELHI-2 TOGETHER WITH THE COPY OF ANNEXURE. '

SUBJECT : —Amendments of Schedules E and H.

Reference Government of India, Minist i i
i ry of Health, Notification No. F-1-
‘:§/55-D, dated the 15th December, 1955, published as S.R.O. No. 3774, ia
sazette of India, Part II-Sec. 3 dated the 31st December, 1955.
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In connection with the above, this office desires consideration of certain
additions arid amendments to the list of Schedule E and H drugs published
as a draft amendment, in the light of ‘New Poisons Regulation and amend-
ment to the List and Rules” in UK., published on page 6 of the Pharmaceuti-
cal Journal dated January 7, 1956. Certain significant differences noied by
this ofiice are set out in the annexure for your information. '

ANNEXURE

Additions 3

1. Schedule E—

(a) After the item ‘Dextrophan; its salts’ (item 38) insertion of the
“Diacetyl-N-allylnormorphing; its salts”;

(b) Afier the itein “Di-nitrocresols etc.” (item 47) insertion of the
“Dipipanone; its salts”; ;

(c) After the item ‘Mepacrine Hydrochloride’ (item 73) insertion of the
item “6-Mercaptopurine; its salts”;

11. Schedule H—

(a) After the item beginning with the word ‘Barbituric acid’ insertion
of the item “Beta-aminoprophylbenzene; its salts; its N-alkyl de-
rivatives; their salts; beta-aminoisopropylbenzene; its salts; its N-
alky! derivatives: their salts”: (transferred from seventh to fourth
Schedule).
After the item beginning with the word ‘Gallamine’ insertion of
the item “6-Mercaptopurine™; (It is not clear why ‘salts of this
item’ which have been included in the first schedule are omitted
in the fourth schedule). :

item

item

(b)

Amendments :

1. Schedule E—

(a) in the list of alkaloids, for the item (15) beginning with the word
“Colchicine”, substitution of the item “Colchicum, alkaloids of, ex-
cept substances containing less than 05 per cent of the alkoloids of
colchicum calculated as colchicine”;

(b) for the item ‘dextromethorphan; its salts’ (item 38) substitution of

f
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(b) for the item “Tri-2-Chloroethyl) amine; its salts’ substitutio;
item “Tri-(2-chloroethyl) amine, its salts”. HIIOR Bt

The item cortisone will have to be specifically gi in S

, : b c y given in Schedule L to the

Drugs Rules vide Ministry of Healt 3 D dated th
:1%;, lggzg.ylde inistry of Healih letter No. F. 20-5/56- 'oaleu the 9t

Cory OF LETTER NO. D-01 DATED THE {2TH DECEMBER, 1956, FROM M/s
VOLTAS LIMITED, PHARMACEUTICAL DEPARTMENT, BOMBAY-1, TO THE DRUG/s
CoNTROLLER (INDIA), DIRECTORATE GENERAL OF HEALTH SERVICES

Exemption for Dextromethorphan

Your letter No. 8-36/56-D dated the 13th Sepre i e

the question of exemption of substances containing Ié?sbiirlalg fc1)~r§1<1;dolflsDtljat
tromethorphqn from the proposed revised Schedule E is still unc/loer re ow,
This was in reply to our leiters requesting that we may be permitted t(;”‘ew'
port Romilar Syrup on our regular Import Licence, which flas as its a tl'm-
g;g;;dxentmthehsubstance Dextromethorphan in a concentration of 0021)’,?

(e}
brOmic(,ir:.e orphan base equivalent to 0-3% of Dextromethorphan Hydrc/>-

 Our principals, Messrs. F. Hoff .

( C , . F. Hoflmann-La Roche & Co. Ltd. it-
tzi?)rxial(l)(fi’ Eggillggorsn; us thatﬂt]he)i adre not inierested at present in’tl}?: il:trgcmct:
ion ¢ rup in the Indian market. but would lik i .
Romilar tablets instead. Romilar suga ! % contain 1o oo

S . - d tablets tai
Dextromethorphan in the form of h dr%br poecr o e o s
phan romide. i )

so that the active ingredient amounts};o 15 per ceent.one ER it weizhs 100 g

We should be most grateful t ivi
W ful to your now giving considerati
letion ‘of Dext;om;thorphan, its salts, from the proposed drafltmz]a o tge o
so that the active ingredient amounts to 15%. mendmes

Thanking you in anticipation, we remain.

Control over the sale of Amph ines i

3% phetamines can be exercised

Els;cgr;t; gf S}:e Dr]ggs Rules, 1945, Amphetamines are now includl:erclidienr éggegr(;-
ugs Rules, 1945 whereby these drugs can be dispensed only b;;

t]le item DC)\UOHICL or] . ¢
1 } T (r 1 N )
1 provisio 1 Ot suliicy t

less than 1°5 per cent of dextromethorphan”;
(c) for the items “6-methyl-6-desoxymorphine and its salts’ (item &0)
substitution of the item “Methyldesomorphine; its salts”;
(d) for the item “Tri-2(Chloroethyl} amine, its salts’ (item 130) substitu-

tion of the item t
the figure 2’ if shown within bracket as to qualify

would make significant difference).

‘Choloroethyl

I1. Schedule H—

(a) for the item ‘Diethylallylamine compounds; its salts’ substitution of

the item—“Dithienylallylamine compounds; their saits, except die-
ethylmethylthiambu- that the drug may be included in Schedule

tene”; (If considered essential the exemption given to three salts

thylthiambutene, dimethylthiambutene and

may be omitted).

“Tri-(2-chloroethyl) amine; its salts; (It is felt that

'i% thﬁ. its manufacture can
¢ Ministry of Finance (Reve
question. ( e

g(fmttlfgll)lg ssalﬁ. 1Amphetamines ‘may, therefore, be included in Schedule H
e regs Rules, 1945 whereby the drug could be made to be sold onl
as pl criptions from registered medical practitioners. This a‘"i G

¢ controls stringent so far as sale is concerned ‘ i G

A
o dedsa;:gtahrilsdc'o(ryltro] over the manufacture of the drug it will be necessar
© drug as a “dangerous drug” under the Dangerous Drugs »;w{
be controlled under the Dangerous DI‘U‘ISVRI‘I]CS,
Division) may be asked to examine this

is Directorate may please be informed of Government's decision so
H. - ‘

Extract from No. 20-19/56/6-D, dated the 19th October, 1956.
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(To be published in Part I1, Section 3 of the Gazette of India’
No. F. 1-48/55-D.
GOVERNMENT OF INDIA
MINISTRY OF HEALTH
New Delhi-2, dated the 15th December, 1955.

NOTIFICATION

The following draft of further amendments to the Drugs Rules, 1945,
which it is proposed to make in exercise of the powers conferred by section
33 of the Drugs Act, 1940 (XXIII of 1940), is published as required by the
said section for the information of all persons likely to be affected thereby
and notice is hereby given that the draft will be taken into consideration on
or after the 1st April 1956.

2. Any objection or suggestion which may be received from any person
in respect of the said draft before the date specified will be considered by the
Central Government.

Draft Amendments

In the said Rules—

I. In Rule 65—

(a)-the proviso to condition (2) shall be omitted : )

(b) for condition (9), the following condition shall be substituted,
namely : — -

“(9) Substances specified in Schedules H and L and preparations con-
taining such substances shall not be sold by retail except on
and in accordance with a prescription of a registered medical
practitioper. The prescription shall be retained by the dealer
dispensing the Prescription for a period of six months :

Provided that no prescription shall be required for sale or supply to
a registered medical practitioner, hospital, infirmary or an insti-
tution approved by an order of a licensing authority”.

(c) After condition (15) the following condition shall be added, namely :

“(16) The purchase for resale «f a drug specified in Schedule E or pre-
paration containing any such drug shall be recorded at the time of
purchase in a register maintained for the purpose in which the fol-
lowing particulars shall be entered namely :—

(a) serial number of the entry.
(b) the date of purchase. ‘
(c) the name and address of the supplier.
(d) the name of the drug or preparation and the quantity thereof”.

II. In Rule 97—

(a) in sub-rule (2), the word ‘liquid’ occurring after the words “liqui
anti-septic or other” shall be omitted;
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(b) after sub-rule (4), the following sub-rule shall be inserted, namely : —

“(5) The container of medicine ready for treatment of human ailments
shall, if the medicine contains industrial methylated spirit, indi-
cate this fact on the label and be labelled with the words “For

external use only”.

1I. For Schedule E, the following Schedule shall be substituted. namely :
“SCHEDULE E

(See Rules 65 and 97) -
List of Poisons
1. Acetanilide; Alkyl acetanilides.
_ 2. Accnite, roots of.
3. Alkaloids, the following; their salts, simple or complex :—
‘(1) “Acetyldihydrocodeine.
(2) Acetyldihydrocodeine—one; its esters.

~ (3) Aconite, alkaloids of, except substances containing less than 0-02
per cent of the alkaloids of aconite.

(4) Apomorphine, except substances containing less than 0-2- per cent
of apomorphine. . ;

(5) Atropine, except substances containing less than 0-15 per cent of
atropine. -

(6) Berberine and its preparations except substances containing less than
0:02 per cent of berberine.

" (7) Belladonna, alkaloids of, except substances containing less than 0+ 15
per cent of the alkaloids of belladonna calculated as a hyoscyamine.

® *Benzoylmorphine.
(9)' *Benzylmorphine. )
(10) Brucine, except substances containing less than 0-2 per cent of bru-
cine.
(11) Calabar bean, alkaloids of.

(12) *Coca, alkaloids of, except substances containing less than 0-1' pex
cent of the alkaloids of coca.

(13) *Cocai.ne, except substances containing less than 0:1 per cent of
cocaine.

(14) *Codei.ne, except substances containing less than 1-5 per cent of
codeine.

(15) Colchicine, except substances containing less than 0-5 per cent of
colchicine.

(16) Coniine, except substances containing less than 01 per cent of
coniine. '

3—1 M. of Health/58 (18th meeting)
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{17) Cotarnine, except substances containing less than 0-2 per cent of
cotarnine. ‘
(18) Curare, alkaloids of; curare bases.
(19) *Diacetylmorphine (hydrochloride).
20) *Dihydrocodeine.
(21) *Dihydro-codeinone; its esters.
(22) *Dihydrodesoxymorphine; its salts.
(23) *Dihydrohydroxycodeinone; its esters.
(24)~*Dihydromorphine; its esters.
(25) *Dihydromorphinone; its esters.
(26) *Diphemylmotpholinoheptanone; its salts.

(27) *Ecgonine; except substances containing less than 0-1 per cent of
ecgonine; its esters.

(28) Emetine, except substances containing less than one per cent of
emetine.

(29) Ephedra, alkaloids of, except substances containing less than one per
cent of the alkaloids of ephedra.
- £30) Ergot, alkaloids of. .
(31) *Ethylmorphine, except substances containing less than 0-2 per cent
of ethylmorphine.
(32) Gelsemium, alkaloids of, except substances containing less than 0-1
per cent of the alkaloids of gelsemium.
(33) Homatropine except substances containing less than 0-15 per cent
of homatropine.
(34) Hyoscine, except substances containing less than 0-15 per cent of
hyoscine.
(35) Hyoscyamine except substances containing less than 0-15 per cent
of hypscyamine.
(36) Jaborandi, alkaloids of, except substances containing less than 0-5
per cent of the alkaliods of jaborandi.
(37) Lobelia, alkaloids of, except substances containing less than 1-5 per
cent of the alkaloids of lobelia.

(38) *Morphine, except substances containing less than 0-2 per cent of
morphine calculated as anhydrous morphine.

(39) Nicotine.

(40) Papaverine, except substances containing less than one per cent of

papaverine.
t substances containing less than 05

(41) Pomegranate, alkaloids of, excep
per-cent of the alkaloids of pomegranate.

(42) Quebracho, alkaloids of.
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(43) Sabadilla, alkaloids of, except substances contain

_per cent of the alkaloids of sabadilla. ing less than one

(44) Solanaceous alkaloids, not otherwise included in the list except sub

stances containing less than 0-15 per ¢ ;
pt i e sl per cent of solanaceous alkaloids

{45) Stavesacre, alkaloids of, except ointm io
2 ids of, ents, lotio <
substances containing less than 0-2 per cemngffc;g:x;el:lr(gzliéilésse'and

{46) Strychnine, except substances taini
strychnine, confaining less than 0°2 per cent of

(47) *Thebaine, except substances containi
AING; ai
thebaine. ning less than one per cent of

(4{8) Tropacocaine (Benzoyl Pseudo Tropine); its salts.

(49) Veratrum, alkaloids of, except substances co‘ntaining less than one

per cent of the alkaloids of ‘veratrum.
(50) Yohimba, alkaloids of.

4. Allylisopropylacetylurea.
5. *Alpha-acetyl-methadol and its salts.
: 6§'*Alpha-méthadol and its salts.
7. Alpha-meprodine; its salts,
8. Alpha-prodine; its salts. ‘
. 9. Amidopyrine; its salts; amidopyrine sulphonates, their salts.

10. zg}r};m(r)(-)alicohols, esterified with benzoic acid, phenylacetic acid, ph
exce?)t i;;l Osnli(t:) ?md, cinnamic acid or the derivatives of these ’agidz-
stances containing less than ten per cent of esterified

amllloalcohols and e p p p
d Xce thOCalﬂe W]lell in a preparation Contal]llﬂg

11. Aminopterin.

12. Ammonia, exce

5 onia, pt substances ini .
in weight, of ammonia containing less than five per cent, weight
13. Amyl nitrite.

14. Antihi i
ngl;;t;;xgmc(: substances, the following, their salts, their molecular
et Antasz Oqucc.:p]tgmg substances which are intended for external
D bz Ine; Bromazine; Chorcyclizine; Diphen hydramine; 3-
; 1 mmomcthyl-4:5:6—trihydroxyphtha]idc; Phenindami’ne;

Promethazine; sub i
azine; stances being t ; PR
ethylendiamine or propylenedigm?éf: substituted N—derivatives of

15. Antimo : :
anﬁmoﬁg}’esc?‘fr{;?“ of; oxides of antimony; sulphides of antimony;
» antimonites; organic compounds of antimony; antimo-

nial poisons excent s
ubstances ¢ ini i
onc e oot of anpnrs tn.oxmg.nta}nmg less than thq equivalent of
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18.
19.
20.
21.

22.
23.
24.
. *Cannabis (the dried flowering or fruiting tops and leaves of can-

26.

27.

28.
29.
30.
31.

32.
33.

34.

35.

36

Arsenic, halides of; oxides of arsenic; sulphides of arsenic; arsenates;
arsinites; aceto-arsenites; this arsenates; organic compounds of ar-
senic; arsenical poisons; except substances, containing less than the
equivalent of 0°01 per cent of arsenic trioxide.

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

Barium, salts of ather than barium sulphate.

*Bemideon.
*Beta-acetyl methadol; its salts.

Beta-amino propyl benzenme; its salts; its N-alkyl derivatives, their
salts; beta-amino isopropyl benzene, 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 inhalers.
Betameprodine; its salts.

Betaprodine; its salts.

Butylchloral hydrates.

nabis sativa Linn); the resin of cannabis, extracts of cannabis; tinc-
tures of cannabis; cannabin tannate.

Cantharidates, except substances containing less than the equivalent
of 0-01 per cent of cantharidin.

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

Carbachol.
Chloral formemide.

Chloral hydrate.

Chloroform except substances containing less than ten per cent of
chloroform.

Chlor-promazine; it salts.
Chrysophanic acid.

Creosote from wood, except substances containing less than 50%
of creosote. ;

Croton, oil and seeds of.

36:-Datura, seeds and leaves of; preparations of datura, except substan-

ces containing less than 0-15 per cent of the alkaloids of datura cal-
culated as hyoscyamine.

37. Dextromethorpha; its salts.
38. Dextrorphan,; its salts.

39.

Diaminodiphenylsulphone; its salts and derivatives, excluding their
preparations and dressings for external use.
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40. Digitalis, glycosidés of, other active principles of digitalis except sub-

4

stances containing less than one unit of activity (as defined in the
British Pharmacopoiea) in two grammes of the substance.

1. dimethylamino-4, 4-diphenyl-3-acetoxyheptane.

42. #6-dimethylamino-4, 4-diphenyl-3-heptanol.

43.

*B-3-dimethyl-4-pheny-4-propionoxy pipcr'idine and its salts.

44, Di-isopropyl fluorophosphate.
45. 1:4-dimethane sulphonoxybutane; its salts.

46.

*3_dimethylamino-1; 1-di(2 thienyl-1-butane and its salts.

47. Di-nitrocresols; dinitronaphthols; dintrophenols; dinitrothymols.
: 48. Qinosami its compounds with a metal or a base.

49. Dinoseb; its compounds with a metal or a base.
50. Disulfiram.

s1.

Dithienylallylamine componds; their salts.

52. Elaterin.
53. Ergot (the sclerotia of any species of Claviceps); extracts of ergot;

tinctures of ergot.

54. Erythrityl tetranitrate.

55.

*3-ethylme}hyl amine-1, 1-di(2 thienyl)-1-butane “and its salts.

56. Formaldehyde, except substances containing less than five per cent

formaldehyde.

57. Gallamine; its salts; its quarternary compounds.

58. Glyceryl trinitrate (nitroglycerine).

59. Guanidines, the following: polymethylene diguanidines,

60
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62.

63.

64.
65.
66.
67.

68.

anisylphentyl guanidine. dipara-

. Hydantoin, its salts; its derivatives and their salts.

. Hydrochl_oric acid, except substances containing less than nine per
cent, weight in weight, of hydrochloric acid.

[

Hydrocyax_uc acid, except substances containing less than 0-1 per cent
of hydrocyanic acid (HCN): cyanides; except substances containing
less tha{l the equivalent of 0-1 per cent, weight in weight, of hy-
drocyanic acid (HCN); double cyanides of mercury and zinc.

Igydr(')guonc acid; potassium flouride; sodium fluoride; sodium silico-
uoride.

*3-Hydroxy-N-Methyl morphinan and its salts.
Hydroxypethidine; its salts.

Insulin. ’

*Isomethadone (isoamidone); its salts.
*Ketobemidone; its salts.
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70.

71. Levorthan; its salts. 96. Oxazolidine; its derivatives.
72. Mannityl Hexanitrate. - 97.. Oxycinchoninic acid, derivatives of; their salts; their esters. )
73. Mepacrine Hydrochloride. 08. Para-amino-benzene-sulphonamide; its salts, derivatives of para-ami-
i i : . : no-benzene-sulphonamide having any of the hydrogen atoms of the
74. Mercuric chloride or mercuric ammonium chlorides; except substan, ara-amino group or the sulphamidé group substituted by another
ces containing less than one per cent of mercuric chloride; mercuri P ir sal
L S 3 radical; their salts.
iodide except substances containing less than two per cent of mer. , .
c:rlc lodide; nitrates of mercury, except substances containing leg 99. Paramethadione.
than the equivalent of three per cent, weight in weight, or mercur e i
(Hg); potassiomercuric iodides, except substances containing leg _100. P ehifaquine; 1S s?‘l‘s' .
than the equivalent of one per cent of mercuric iodide; organic com. 101. *Pethedine (Hydrochloride).
pounds of mercury, except substances containing less than the equi -
valent of 0-2 per cent, weight in weight, of mercury (Hg); mercuri 102. *Phenadoxone, its salts.
oxycyanides; oxides of mercury, mercuric thiocyanate Phenyl mer 103. Phenetidylphenacetin.
curic salts except preparations containing less than 0-01% of phen ; : :
mercuric salts allos gres%rvativc. . % of pheny 104. Phenols, that is, any member of the series of phenols of which the
, first member is phenol and of which the molecular composition
75. Methadol, its salts varies from member to member by one atom of carbon and
' . two atoms of hydrogen and halogen derivatives of phenols except
76. *Methadone (amidone), its salts. medicines with less'than 1% of phenol, nasal sprays, mouth washes,
" pastiles, lozenges, capsules, pessaries, ointments, or suppositories,
77. Methadyl acetate; its salts. containing less than 2-5% phenol.
78. Methanol (Methyl alcohol).. = 105. Phenylacetylurea. :
R A ; ool g < e ; oty v
79. *B-1-methyl-3-ethyl-4 phenyl-4-propionoxy piperidine and its salts 106. Phenylbutazone; its salts.
S0, Se-metlyl-o-desepmnbipline and Tis Salis 107. Phenylcinchoninic acid, salicyl-cinchoninic acid; their salts; their
81. *3-methoxy-N-methylmorphinan and its salts. - esters. '
82. *Metopon; its salts (Methyldihydromorphinon I). 108. Phenylene diamines; toluene diamines; other alkylated benzene dia-
83. *Morpholinyl ethylmorphine; its salts, except substances containin nincsy digiy, salts:
less than 1-5 per cent of morpholinyl ethylmorphine. 109. Phenylethylhydantoin; its salts; its acyl derivatives; their salts.
84. Mustine. 100. Pentaquine; its salts.
85. Nalorphine; its salts. Diethyl thiophosphate of ethyl-mercapto-ethanol, dimefox, ethyl-
. X para nitro-phenyl-benzene-thiophosphate; hexa ethyl tetraphosphate
86. *Nisentil. (NU-1196). (HETP); 4-methyl-hydroxy coumarin-diethyl thiophosphate, mipafox,
87. Nitric acid, except substances containing less than nine per cent para nitrophenyl-diethyl phosphate, para-thion, schradan, tetra ethyl
weight in weight, of nitric acid. pyrophosphate (TEPP); triphosphoric penta-dimethylamide.
88. Nitrobenzene 111. Phoshorus yellow.
89. Nitrophenols, ortho, meta or para. 112. Picric acid except substances containing less than nine per cent
. picric acid.
90. Nux Vomica, seeds of; preparations of nux vomica, except substan
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Lead acetates; compounds of lead with acids from fixed oils.
Levomethorphan; its salts.

94.
95.

39

QOuabain.
Oxalic acid; matallic oxalates other than potassium quadroxalate.

ces containing less than 0-2 per cent of the alkaloids of nux vomica 113. Picrotoxin.

91. Oil of Savin.

92. Opium, except substances containing_less than 0-2 per cent of mor:
phine calculated as anhydrous morphine.

114. Pituitary gland, the active principles of.
115. Polymethlenebistrimethylammonium salts.

116. Potassium hydroxide, except substances containing less than twelve

93. Orthocaine; its salts. per cent, weight in weight, of potassium hydroxide.
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IV.
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Quinacrine Hydrochloride.
Racemethorphan; its salits.

. Racemorphan; its salts

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

. Sodium mono fluoracetate.

. Sodium nitrite.

. Sulphonal, alkyl sulphonals.

. Sulphuric acid, except substances containing less than r;ine per cent,

weight in weight, of sulphuric acid.

. Strophanthus, glycosides of stropanthus.

. Suprarenal gland, the active principles of; their salts. -
. Thallium, salts of.

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

Tribromethyl alcohol.

. Tri-2(chlorethyl) amine; its salts.

. Triethanomelamine; its salts.

. Troxidine (3:5:5 trimethyloxazolidine).
. Zinc Chloride.

Zinc Phosphide.”

For Schedule G, the following Schedule

namely :—

“SCHEDULE G
(See Rule 97)

Aminopterin.
Amphetamine (Beta-aminopropyl benzene); its salts; its N-alkyl deriva-

tives, their salts; beta-amino-isopropyl benzene, its salts; its N-alkyl
derivatives, their salts, except when present in inhalers provided
that it is absorbed in inert solid material within the inhaler.

Chrysophanic acid.

Insulin.
Phenylethythydantoin; its salts; its acyl derivatives; their salts.

Pentaquin, its salts.
Pituitary gland, the active principles of.
Thyroid gland, the active principles of; their salts.”

shall be substituted, -
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v. ror Schedule H, the following Schedule shall be substituted

mamely -~

“SCHEDULE H

[See Rules 65(9) and 11).]

Allylisopropylacetylurea.
Aqetylgiihydrocodeine.
Methadone (amidone); its salts.
‘Amidopyrine; its salts.

Antihistamine substances, the following; their salts; their molecular com-
pounds of, excepting preparations which are intended for extcrnal

use :—

Antazoline; Bromozine; Chlorcyclizine; Diphenhydrazine; 3-di-n-butyl
amino ethyl-4:5:6 trihydroxyphthalide; Pheninodamine; Prome-
thazine; substances being tetra substituted N-derivatives of Ethyl-
enediamine.

Barbituric acid; its salts; derivatives of barbituric acid; their salts; com-
pounds of barbituric acid; its salts; its derivatives; their salts with
any other substance.

Chloral Hydrate; its preparations.
Chlorpromazine.

Diamino diphenyl sulphone excluding their preparations and dressings
for external use.

Di-isopropyl flouro phosphorate.

1:4 dimethane sulphonoxybutane; its salts.

Dinitrocresols; dinitronaphthols; dinitrophenols; dinitrothymols.
Diethylallylamine compounds; its salts.

Di Sulfiram.

Do deca dirqethyldiguanidine Hydrochloride (Synthelin).

Drugs cqming upder the Dangerous Drugs Act and marked with an
asterisk (*) in Schedule E of the Drugs Rules, 1945.

Gallamine; its salts; its quarternary compounds.

Methyldiacetate; its salts.

Mustine; its salts.

Oxazilidine; its derivatives.

Paraaminobenzene su_lphonarpide; its salts; derivatives of Paraaminoben-
zene sulphonamide having any of the hydrogen atoms of para-
amino group or the sulphonamide group substituted by another

radical, their salts but excluding preparations and dressings con-
taining these for external use.



42 ' 43

Paramethadion. Isonicotinic acid hydrazide and other hydrazine derivatives of Isoni-
Phenylacetylurea. cotinic acid hydrazide; their derivatives; their salts.
Phenylbutazone. Para amino salicylic acid; its salts and their preparations.”

(Sd.) P. N ANAND,
Under Secretary.

Phenylcinchoninic acid; Salicylcinchoninic acid; their salts; their esters;

Physeptone.

Polymethyléne bistrimethyl ammonium salts.
To

‘The Publisher,
Gazette of India,

Pituitary gland, the active principles of.

Sulphonal; alkyl sulphonals.

Suprarenal gland, the active principles of; their salts. New Delhi.
Tri-2-(Chlorethyl) amine; its salts.
Triethanomelamine; its salts. No. F. 1-52/55-D
Troxidine.” ) GOVERNMENT OF INDIA
- . MINISTRY OF HEALTH
am \1/I. After Schedule K. the following Svchedule shall be inserted New Delhi, the 2nd November, 1955..

ely :—

’ i FrOM .

“SCHEDULE L

[Rule 65 (9)] ~Shri P. N. Anand,

Under Secretary to the Government of India,
Adreno cortico tropic hormone.

Antibiotics; the following; their preparations excluding those intended
for topical, external or dental use :—

To

All Part A, Part B and Part C State Governments (except Jammu and
(1) Bacitracin. Kashmir)

(2) Chloramphenicol. SuBJECT : —Drugs Rules, 1945—Schedule E—State Poisons Rules.

(3) Chlortetracycline.

(4) Erythromycin.
(5) Gramicidin.
(6) Magnamycin.
(7) Neomycin. .
(8) Oxytetracycline
(9) Penicillin.

(10) Streptomycin.
(11) Tetracycline.
(12) Tyrothrecine.
(13) Viomycin.

SIR,

- I am directed to send herewith a copy of extracts from the minutes of
the sixth meeting of the Poisons Sub-committee of the Drugs Tech-
nical Advisory Board. The recommendations of the Poisons Sub-committee
have been accepted by the Drugs Technical Advisory Board. In accordance
with recommendations of the Poisons Sub-committee, the Schedules to the
State Poisons Rules have been examined vis-a-vis Schedule E to the Drugs
Rules, 1945 and a uniform list of poisons (copy enclosed) has been drawn
up for adoption under the State Poisons Rules. In preparing this uniform
list, “purel_y drug items” have been eliminated from the present list of poisons
of the various States but ‘dual purpose’ items have been retained in the list
which alsc includes “non-drug™ poisons. I am to request that, if there is no
objection, the present Schedule to the State Poisons Rules may be replaced
by the uniform list referred to above. This will ensure uniformity among all
the States and also avoid overlapping with Schedule E to the Drugs Rules,
1945. This Ministry may kindly be informed of the action taken by the
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‘State Government in the matter. Any suggestion which the State Governmen;
may have for making additions or deletions to the list may also be forwardeq
to this Ministry at an early date.

Yours faithfully, ..
(Sd.) P. N. ANanD,
Under. Secretary.

F. 1-52/55-D.

Copy forwarded to the Director General of Health Services with reference
to his U. O. No. 8-36/55/2-D, dated the 19-9-1955. i

Copy with the enclosure forwarded to the Ministry of Home Affairs fo
information.

By order,
(Sd.) P. N. ANAND,

.

Under Secretary.

EXTRACTS FROM THE MINUTES OF THE SIXTH MEETING OF THE POISONs
SUB-COMMITTEE. B

(c) Item No. 3, Examination of Schedule ‘E’ to the .Drugs Rules vis-a
vis the Poisons Rule framed by State Governments under the Poisons Act
1940 with a view to finding out the extent of their overlapping.

6. A note on the State Poisons Rules under the Poisons Act, 1919 vis
a-vis Schedule E of the Drugs Rules was circulated by the Secretary (Appen
dix I). The various points mentioned in the note were discussed and the sub
committee recommended that the following action should be taken : —

(i) All subsfances which will be covered by the definition of “Drug” it
the Drugs Act and which are included in the State Poisons Lists under tht
Poisons Act should be removed from State Poison Rules and introduced it
Schedule E of the Drugs Rules. The exemption limits at present provide(
for in Schedule E should apply to the items which are so transferred;

(i) An additional provision should be introduced in the Drugs Rule
providing for maintenance by dealers of registers showing quantities of Sche
dule E drugs purchased, stock in hand issues made;

(iii) The remaining items in the State Poisons Rules including thost
items such as Arsenic Salts, Corrossive sublimate, Cyandies etc. which ar
used for purposes other than medicinal will continue to be governed by thi
State Poisons Act; and .

(iv) In order to prevent any overlapping of entries between the-list ¢
Poisons controlled under the State Poison Act and that controlled under Sch¢
dule E of the Drugs Rules it was suggested that a uniform list of Poison
should be adopted for the Poisons Rules by State Governments and that th
Central Government should guide the States in this behalf. “Poisons” bein{
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a subject falling within the purview of the “Concurrent List” under the Con-
stitution of India, the Sub-committee considered that the Central Government
was competent to legislate “Poisons” with a view to securing uniformity
of administration in all the States. If required, the Sub-committee will be
prepared to draw up a list of poisons for the purpose of the State Poisons,

Rules.

List of Poisons proposed for inclusion in the Poisens Rules of the State
S Governments. '
Arsenic White; Arsenic Yellow: Arsenic Sulphide; Copper.

Arsénite (Scheels Green); Copper Accetoargenite (Paris Green),
Arsenic metal.
Abrus Precotorios (Gunj or Rati).

; Bariﬁm,.all salts of Barium.
Cyanide of Potash.

~ Cyanide of Sodium.

- Hydrochloric Acid.
Lead in combination with oleic acid or other fatty acids.

- Mercuric Perchloride.

'Mercury Oxides (red, yellow or black); ammoniated mercury.

Mercuric Sulphocyanide; Mercuric Iodide; Liquor Hydra :
Hydrargyri Sub-chloridum. d AR peeitiont

Marking Nuts.

Nitric Acid.

Qxalic acid, sodium oxalate; potassium oxalate; ammonium oxalate.
Prussic Acid.

Potassium Hydroxide.

Red Lead.

Strychnine; Strychnine Nitrate: Strychnine Sulphate; Strychnine Hydro-

chloride; Liquor Strychnine Hydrochloride and all o
] | 1 ther salts and
solutions and preparations containing 0:29 or more of Strychnine..

Sulphuric Acid.
Sodium Hydroxide.
Tetra -ethy? Lead.
Verdi_gris.

White lead.
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Cory oF LETTER No. DC/1/18740 oF 1955 DATED THE 29TH NOVEMBEy
1955 FROM THE DRUGS CONTROLLER FOR THE STATE OF BOMBAY TO THg
DruGs CONTROLLER, INDIA, NEW DELHI.

SuBJECT :—Drugs Rules, 1945—Schedule E—State Poisons Rules.

No. F. 1-52/55-D dated the 2nd November, 1955 and its accompaniments

on the subject of the list of poisons proposed for inclusion in the Poison,

Rules of the State Governments as per recommendations made by the Sub.
committee at its sixth meeting which was forwarded to me by Governmeng
in the Local Self Government and Public Health Department, Bombay for
remarks. On going through the Government of India’s letter, I find that there
is lacuna in the process suggested by the Government of India. It will bg
seen that Government of India propose to introduce in Schedule E of the
Drugs Rules; 1945 all substances which will be covered by the definitions of
the word ‘drug’ in the Drugs Act and which are at present included in the
State Poisons Rules. While doing so one important factor appears to have
been overlooked. It may be pointed out that while preparing a uniform lis|
of poisons for adoption by the State Governments for the purposes of their
Poisons Rules, the poisons drugs which are used in the Ayurvedic and Unanj
systems of medicine have not been taken into account. These drugs will there.

fore be free from the, provisions of both the Drugs Act and the Poisons Act *
after removal from Poisons Rules. With a view to establishing proper con.

trol on these poisonous drugs are also included in the proposed uniform list
of Poisons to-be adopted for Poisons Rule whereby these drugs will be
governed by the provisions of the Poisons Rules and will leave no scope

for abuse. \

Another point which deserves consideration is with regard to the Poison
ous drugs that will be transferred from the existing Poisons Rules to Sche-
dule E so far as their storage and security is concerned. The existing Rule 65
of the Drugs Rules, 1945 does not lay down that the poisonous drugs should

be kept under lock and key while such a provision does exist in the Poisons -

Rules. It is therefore imperative that this security provision requiring the
drugs to be kept under lock and key should be made applicable to all the

drugs of Schedule g I
that schedule. In the 1st meeting of the Drugs Consultative Committee i

was agreed to amend the Drugs Rules in this respect.

As these are my views, I request that you may consider and advise me
in the matter to enable me to reply to the Bombay, State Government.

This may please be treated as immediate.

Copy OoF LETTER No. D.C./1/15 oF 1956 DATED THE 3RD JANUARY 195
FROM THE DRUGS CONTROLLER FOR THE STATE OF BoMBAY TO THE GOVERN

MENT OF BoMBAY AND copy TO D.C.1.

REFERENCE : —Government endorsement
the 12th November. 1955.
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Poisons Rules irrespective of the fact whether the substances are used in Ayur-
vedic. Unani or modern system of medicine. The acceptance of the proposal in
the Government of India, Ministry of Health letter No. F. 1-52/55-D dated the
2nd November, 1955 will result in removing certain poisons from the Poisons

) . . Rules and the provisions of the Drugs Rules would be mad i
1 invite a reference to Government of India, Ministry of Health, letter jacs: appiicable 1o

the sale and distribution of poisons included in Schedule E of the Drugs
Rules. According to the definition of the term “drug” under the Drugs Agt
1940 as amended by the Drugs (amendment) Act, 1955 substances exclusively’
used in Ayurvedic and Unani systems of medicine are excluded from the
scope of the Act. This will mean that some poisonous indigenous crude drugs
which are used in the Ayurvedic and Unani systems of medicine will go out
of scope of both the Acts and will therefore have no control over their distri-
bution and sale.

It is therefore suggested that in order that these drugs may still continue
under control as far as their use in Ayurvedic and Unani Systems of medicine
are concerned it would be necessary to incorporate the drugs listed below
in the list of Poisons proposed for inclusion in the Poisons Rules of the State
Governments sent along with the Government of India, Ministry of Health’s
Ietter quoted above:—

~ Aconite and their preparations.

Belladona; and all preparations or admixtures except substances contain-

-ing less than 0-15 per cent of the alkaloids of belladona calculated as hyos-

cyamine.

Coca; .and all preparations or admixture: i
: ; S S, except substa -
ing less than 0-1 per cent of cocaine. P R e

. Croton—Oil -and seeds of.

Datura seeds and leaves of; ar;d all

S @ reparations an i
substances containing less than 0-159 e d admixtures, except

of the alkaloids of datura calculated

E after inclusion of the Additional Poisonous Drugs inas hyoscyamine.

Nux vomica, seeds of : preparations or admixtures containing less than

0-2 per cent of the alkaloids of nux vomica.

Opium : All preparations and admixtures, except substances containing

Iess than 0-2 per cent of morphine calculated as anhydrous morphine.

Poppies; all preparations of, except red poppy petails.
Stramonium; and all preparations containing it.

The Government of Bombay should therefore request the Government

-of India to i - )
No. DRC 1155/;7’8109-H. datei G, O Incorporate the above drugs in the proposed list of poisons. The

committee of the Drugs Technical Advisory Board for bringing all poisons

vernment may. also agree with the view expressed by the Poisons Sub-

Tn continuation of this office letter No. DC 1/19973 dated the 17th Deused in the modern system of medicine within the scope of Schedule E to the

cember. 1955, 1 have the honour to state that at present the Poisons Act

andDrugs Rules thereby avoiding the duplication of restriction under two legis-

Rules thereunder are applicable to all items included in the Schedule to thdations namely, the Drugs Act, 1940 and the Poisons Act, 1919
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o. 2495-5/2301-CH-2HB-55/17324, DATED THE 8TH

6. FROM SHRI S. R. MaINI, 1.A.S., SECRETARY TO GOVERNMENT OF
p(MAR;m o II‘?SALTH \ND LOCAL GOVERNMENT DEPARTMENTS. CHANDIGARH, TO
THE SECRETARY TO THE GOVERNMENT OF INDIA, MINISTRY OF HEALTH, NEW

DELHI.

CopYy OF LEITER N

SUBJECT :—Drugs Rules, 1945—Schedule E—State Poisons Rules.

With reference to Shri Anand’s letter No. F. 1-52/55-D, dated the 2nd
November, 1955, on the subject cited above, 1 am directed to say that the
Punjab Government are of the view that all salts of Barium should not be
included in the Poisons List. Barium Sulphate, which is an innocuous salt
of Barium and used as Barium meal etc. should be excluded from the list.
Against Barium in the list of poisons proposed by the Government of India.
it may thus be substituted as under:—

“Barium; all salts of Barium, except Barium Sulphate.”

Copy OF LETTER No. 1250/4107/VI11/55, DATED 13-4-56, FROM THE
UNDER SECRETARY TO GOVERNMENT OF MADHYA PRADESH, SEPARATE REVENUE,
NAGPUR TO THE SECRETARY TO GOVERNMENT OF INDiA, MINISTRY OF HEALTH,
NEw DELHI. -

SussgcT :—Drugs Rules, 1945—Schedule E—State Poisons Rules.

I am directed to refer to Shri Anand’s letter No. 1-52/55-D, dated the
2nd November, 1955 on the above subject and to state that though Copper
Sulphate and Cocculus Indicus are drugs they are not included in Schedule
E of the Drugs Rules and though Teltra Ethyl Fluid is a poison it is not
included in the list of poisons proposed for inclusion in the Poisons Rules
of the State Governments enclosed with Shri Anand’s letter referred to above.

2. Government of India are, therefore, requested to reconsider the ques-
tion of inclusion of Copper Sulphate and Cocculus Indicus in Schedule E of
the Drugs Rules and Teltra Ethyl Fluid in the list of poisons.

EXTRACT FROM DIRECTOR GENERAL OF HEALTH SERVICES No. 20-1/55-D
DATED THE 27TH JANUARY, 1956.

Methyl alcohol is not mentioned in Schedule E (List of Poisons) to the
Drugs Rules 1945. However, Methanol (Methyl alcohol) has been included
in Schedule E to the Drugs Rules in the “Draft Amendment to Rules 65 and 97
—revision of Schedules E, G and H—insertion of a new Schedule L” vide
Ministry of Health No. F. 1-48/55-D, dated 15th December, 1955. After
finalisation of this amendment the control over this item will be the same
as for other poisons given in Schedule E to the Drugs Rules. i

If, however, there is any misuse of Methyl alcohol in any State it would
be possible to include Methyl alcohol in Schedq]e.H to the Drugs Rules
whereby its sale would be effected on the prescription of a doctor.
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ENCLOSURE D
No. F. 1-19/55-D
GOVERNMENT OF INDIA
MINISTRY OF HEALTH )
New Delhi-2, the 26th June, 1956.

From

Shri T. V. Anantanarayanan, M. A,

Under Secretary to the Government of India.
To

The Secretary,

. Drugs Technical Advisory Board,
C/o The Directorate General of Health Services,
New Delhi

SUBJECT :

Preparations of “Rauwolfia Serpentina”—Inclusion in Schedule
‘H’ to Drugs Rules, 1945.

SIR,

I am directed to forward herewith a note containing the views of the
members of the various Advisory Committees of the Indian Council of Medi-
cal Research on the subject mentioned above. Conflicting views have been
expressed by the experts on the question whether Rauwolfia Serpentina pre-
parations should be supplied only against prescription of registered medical
practitioners. The majority of the experts desire that the use of the drug
should be controlled but there is practical difficulty in enforcing any such
restriction since the manufacturers can always claim that the prepara[ion‘is
an Ayurvedic one. Accordingly I am to request that the matter may kindly
be placed before the Drugs Technical Advisory Board at its next meeting
and the views of the Board intimated to this Ministry at an early date.

Yours faithfully,
(Sd.) T. V. ANANTANARAYANAN,
Under Secretary.

Note containing views of the members of the various Advisory Committee
of the Indian Council of Medical Research.

Dr. B. Mukerji:

I wish to state that, the number of cases recorded cannot be considered
to be enough evidence to bring the preparation (Rauwolfia Serpentina) under
Schedule ‘H’ to the Drugs Rules 1945. Ordinarily, Rauwolfia preparations
are available for sale by retail only upon a prescription given by medical
practitioners. However, in view of the widespread publicity that the drug
has received in recent times, there has been considerable amount of its use
by the lay public also. In the dosage generally recommended, crude Rau-
wolfia powder or preparations thereof are not toxic to any great extent.
Purified alkaloids such as Reserpine, are, however, more toxic.

4—1 M. of Health/58 (18th Meeting)
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I am of the opinion that we should wait for further reports of toxic ma-

nifestations as a result of administration of this drug before taking a decisive
step towards its inclusion in Schedule “H’ to the Drugs Rules 1945.

Dr. A. K. Basu :
. Personally T think that this drug should be controlled under the provi-
i{o?s oflgtgg Drugs Act and should be included in Schedule ‘B’ to the Drugs
ules :

Brigadier Sarup Narain :

No control trial on Rauwolfia Serpentina has been carried out in the Arm-
ed F.oyces, nor there have been any reports of Psychiatric reactions after its
admlmstratu_)n. Cases of Hypertension are uncommon in the Armed Forces.
Those suffering from serious disease are invalided out of service.

_In view of the reactions reported from U.S.A. on the basis of control
trials, it is highly advisable that the Rauwolfia Serpentina may be controlled
under the provisions of the Drug Act.

Dr. R. A. Lewis :

With regard to the occurrence of depressive reactions to rauwolfia thera-
py may I suggest that this.is not surprising in view of the large number of
patients receiving the drug, the relatively high doses which are possible due
to purification of the crude powder, and the well known action of the drug
upon hypothalamic centres. If manic patients can be restored to normal, then
:lﬁ)rrgal persons might be expected to have a tendency to get depressed on

e drug. .

. In view of the sr_nz'xll number of drugs listed under Schedule ‘H’ and
tpelr. much greater toxicity, it would not seem appropriate to list R. Serpen-
tina in this Schedule, - )

Dr. N. S. Vahia :

Depression following the administration of Rauwolfia has been fairly
well recognised. It is also known that this depression at times might be very
severe and might require special treatment like Elector Convulsive Treatment.
At the same time it might be noted that in my opinion the incidence of severe
depression after the administration of Rauwolfia is probably not common.

_ Al .the same in any given case it would be difficult for the patient or
his relatives to recognise early symptoms of depression and its relation to
the drug. Therefore it is certainly safer to supply this drug to the member
of the public only when it is known that the patient would be under
medical supervision.

Dr. M. V. Govindaswamy

I strongly recommend that the preparation of Rauwolfia Serpentiﬁa be
included amongst those drugs controlled under the provisions of Drugs Act
and included in Schedule ‘H’ to the Drugs Rules 1945.

The experience of the Mental Hospital for the last two years with Rau-
wolfia and some of this proprietary preparations has convinced us that the
drug should be prescribed only by physicians and the patient while under
treatment should be under the constant observation of a competent physician.
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Sudden fall in blood-pressure, confusion, giddiness and dis-orientated
behaviours have all been noticed with this drug and in cases suffering from

‘anaemia, the administration of this drug may be catastrophic.

Dr. K. L. Wig :

I personally think it is desirable to include Rauwolfia preparations under
Schedule ‘H’ of Drugs Rules 1945, especially as we now know the drug’s
central action and some of its toxic effects.

ENCLOSURE E
No. F. 1-25/56-D.
GOVERNMENT OF INDIA
MINISTRY OF HEALTH .
New Delhi-2, the 13th July, 1956.

From .

Shri T. V. Anantanarayanan, M. A,

Under Secretary to the Government of India.
To

The Secretary, Drugs Technical Advisory Board,
C/o Directorate General of Health Services,
- New Delhi.

SUBJECT»: —Drugs Rules 1945—Licence forms 25 and 28—Suggestions to
include fresh forms for issue of manufacturing licences for re-
packing Drugs. .
SIR,

I am directed to forward herewith a copy of letter No. 50373-D/ 56, dated
the 2nd May, 1956 from the Drugs Controller, Madras to the Secretary to
the Government of Madras in the Health, Education and Local Administra-
tion Department and to request that the matter may be placed before the
next meeting of the Drugs Technical Advisory Board and their views com-
municated to this Ministry at an early date.
' Yours faithfully,

(Sd.) T. V. ANANTANARAYANAN,
Under Secretary.

Copry OF LETTER REF. No. 50373-D/56 DATED 2-5-56, FROM THE DRUGS
‘CONTROLLER, MADRAS 6, TO THE SECRETARY TO THE GOVERNMENT, HEALTH,
EDUCATION AND LOCAL ADMINISTRATION DEPARTMENT, MADRAS-9.

SuBJECTS : —Drugs Act 1940—Drugs Rules 1945—Licence forms 25 & 28—
Suggestion to include fresh forms for issue of manufacturing
licences for repacking drugs.

*/ Drugs Licences in Forms 25 and 28 of the Drugs Act 1940 and the rules
thereunder were being issued till now for manufacturers of drugs in the strict
sense of the word ‘manufacture’. After the implementation of the Drugs Am-
endment Act 1955, wherein repacking is also included in the ‘Manufacture’,
there are several applicants in this State for ‘manufacturing licences’ for pur-
poses of ‘repacking only’. Recently the Chemists and Druggists Association,
Madras waited on deputation on the Drugs Controller, Madras, explaining
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: g R lying for manutacturing licences in Form 25 or 28 as the
[Lgiedf}:;:lg:.‘gya%%%eri who get ordinary drugs like Boric Acid, Magnesi
Sulphate, Soda Bicarb. Eucalyptus Oil, etc., in bulk and repack them in small
containers, for the retail sale and such dealers may not be able to satisfy
all the conditions such as large premises, elaborate equipment and technical
staff to obtain a manufacturing licence. It is considered that the.conditions to
be imposed before the issue of a ‘Manufacturing licence’ in Form 25 or 28 for
repackers need not be so stringent as for real manufacturers in strict sense
For example a Graduate in Pharmacy or Pharmaceutical-Chemistry and ela-
borate equipment and an analytical laboratory are not necessary for the
issue of ‘manufacturing licences’ for ‘repackers’. All that would be required
of them would be a set of clean and Hygienic premises and ordinary equip-
ment necessary for carrying on repacking activity and a qualified compounder.
provided that the applicant gives an undertaking that the samples from each
Batch will be analysed in an approved laboratory for its standard quality
before offering it for sale and he shall label the drugs as per Drugs Rules and
will be solely responsible for the quality of drugs. In view of the Drugs
Amendment Act 1955 there is bound to be a larger number of applicants
for Manufacturing Licences for repacking purposes only and it would not be
fair to refuse, provided they satisfy the above conditions, The net result will
be the total number of Manufacturing licences in Forms 25 and 28 would
show a very large number which is not really indicative of the state of ‘real
manufacture’ in the strict sense. Therefore it is suggested that a separate
licence as form 25-A’ or *28-A’ as the case may be, be considered on the
analogy of sales licences in form 20-A and 21-A, to differentiate this ty

of manufacturers (Repackers) from real manufacturers. The conditions tog:
satisfied before the issue of these restricted licences may be less stringent.

Perhaps for the same reason it is also suggested that a diff
;na%Bbg given to the loan licences in form 25 and 28 licence; f;e?;r;u?gg
r 28-B. .
It is requested that the Government of India in the Mini :
stry of Health
may be addressed to place the matter before t| i i
Board for consideration. RS e Secinial Aubisny

ENCLOSURE F
No. F. 1-7/56-D
GOVERNMENT OF INDIA
MINISTRY OF HEALTH
New Delhi-2, dated the 25th August, 1956.

From
Shri T. V. Anantanarayanan, M.A.,
Under Secretary to the Government of India.
To '
The Secretary,
Drugs Technical Advisory Board,
C/o The Directorate General of Health Services
New Delhi, - ’

SUBIECT :—Addition to Rule 52 of the Drugs Rules.
SIR,

s

I am directed to forward the letters ﬁoted bel

ow from the Govern-
ment of Madras and the Government of Bombay with enclosures. The
Government of India are. advised that a rule can be framed giving power

g
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to the Drugs Inspector to seize records, registers and articles other than

drugs such as cartons, blocks, labels, instruments or any article used for
the manufacture of spurious drugs. Accordingly I am to request that the
matter may kindly be placed before the Drugs Technical Advisory Board at
its next meeting for suggesting a suitable addition to Rule 52 of the Drugs
Rules and the view of the Board intimated to- this Ministry at an early

date : .

1. Letter No. F. 315/2180/H, dated the 2nd February, 1956, from the
Govt. of Bombay with enclosure.

2. Letter No. MS 1053-Health, dated the 23rd March, 1956, from the
Govt. of Madras with enclosure.

Yours faithfully,
(Sd.) T. V. ANANTANARAYANAN,
Under Secretary.

. Copy OF LETTER No. P. 315/2180/H, DATED THE 2ND FEBRUARY, 1956
FROM THE GOVERNMENT OF BOMBAY, LOCAL SELF-GOVERNMENT AND PUBLIC
HEALTH DEPARTMENT, TO THE GOVERNMENT OF INDIA, MINISTRY OF HEALTH,

NeEw DELHI. -

SUBIECT : —Enforcement of Drugs Act and Rules—Legal Powers to the
Licensing Authority.

I am directed to refer to Shri J. N. Saksena’s letter No. F. 1-1/49-D,
dated 27th June, 1949, on the subject mentioned above, and to forward
herewith for the consifleration of the Government of India a copy of letter
No. DC 1/2378, dated the S5th April 1952 from the Drugs Controller for
the State of Bombay addressed to the Surgeon General with the Govern-

ment of Bombay.

2.1 am to state that Section 22 of the Drugs Act, 1940, as amended
by Section IT of the Drugs (Amendment Act, 1955, No. II of 1955) does
serve the purpose in view as there is no provision for seizure by the Drugs
Inspector of articles other than drugs such as Books of Accounts, docu-
ments, cartons, blocks, labels, instruments or any other articles used for
manufacture of spurious drugs which may be found in the place to be sear-
ched. The article other than drugs such as mentioned above play an impor-
tant role in furnishing the clue to the information and for the purpose of
proving the offence in prosecution under the Drugs Act, 1940. Any such
article will prove to be of great value in collecting evidence. Therefore the
additional proviso to clause (c) of Section 22 of the Drugs Act, 1940 pro-
posed by the Drugs Controller in his accompanying letter is altogether ne-
cessary for the proper improvement of the' Drugs Act, 1940, and rules
thereunder. The State Government suggests that it may suitably be amend-
ed so as to authorise the Inspectors to seize all the incriminating articles
and to seal the premises when the seizure cannot be effected immediately.

3. The action taken in the matter may kindly be communicated to the
State Government in due course.
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oF LETTER No. DC. 1/2378, DATED THE STH APRIL, 1952 FrROM
THE %3:3{65 CONTROLLER FOR THE STATE OF BOMBAY.
SusiecT :-—Grant of Legal powers to the Drugs Controller for the State
s of Bombay

With reference to the correspondence resting with this office letter No.
D.C./1/18931, dated the 28th December 1950 on the subject mentioned
above, I have the honour to’state that at present under section 22 of the
Drugs Act, 1940, the, Drugs Inspector has power to enter premises where
any drug 1sobeing manufactured, sold or stocked, inspect any premises
where drugs“are being manufactured, take samples of such drugs, and
freeze or seize them if so authorised by the District Magistrate or the
Chief Presidency Magistrate. Though the power of making a search is not
specifically mentioned in the said section, power covered by clause (e) of
that section are wide enough to include the power of search, as otherwise

the other powers regarding inspection, taking samples etc. cannot be exercis-
ed unless the premises are searched.

. 2. As regards the power to seal the stocks believed to be spurious,
misbranded or substandard, clause (c) of Section 22 provides that an order
not to dispose of the stocks or to seize the stocks can only be made by the
Inspector on being authorised by the District Magistrate or the Chief Presi-
dency Magistrate. In view of this express provision in clause (c) of section
22 it cannot be argued that the Inspector has power to do so under his
incidental powers under clause (e) of that section.

3. Under Rules 51 and 52 of the Drugs Rules, 1945, made applicable
to this State under Rule 2 of the Bombay Drugs Rules, 1946, the duties
of the Inspectors are prescribed but those rules also do not contain any
provision under which the Inspector can seal the stocks on his own.

4. This being the present position as regards the powers of the Drugs
Inspectors under the Drugs Act, 1940, the Inspectors have often to face a
situation wherein they cannot take any action immediately, howsoever pres-
sing it may be, and have to wait till the requisite authority from the District
Magistrate or the Chief Presidency Magistrate to seize or seal the stocks

is obtained. By the time the inspector is ready with the necessary authority
the stocks in question disappear.

5. On the other hand, if a manufacturer or a dealer who has been
served with a prohibitory order from this office requiring him to stop forth-
with the manufacture or sale of his products without the drug licences, still
persists in manufacturing or selling drugs in disregard to the orders; it
becomes necessary to seal the premises to prevent the offender from

disposing of surreptitiously the stocks sc manufactured or possessed by
him.

6. It is, therefore, suggested that in order to enable this office to make
quick decisions and take prompt action against the offenders under the Drugs
Act, 1940, the Drugs Controller (Licensing Authority) should also be invested
with the discretionary powers and should be in a position to authorise the
Drugs Inspectors to seal on the spot the stocks or even the premises where
the offence is committed, where he has reason to believe that even the slightest
delay would be ruinous.

papiaoxd are sromod AIeuonaIdsIp yons awos ssopun ‘worurdo Awr uy </

for in the Drugs Act whereby the Inspectors can take the orders for sealing
the stocks or even the premises, straight from the Drugs Controller, the en.
forcement of the present Drugs Act, 1940 and the rules thereunder becomes
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\ ir’ ‘ i this loophole, at times show
‘meek affair’ and the dealers being aware of %

: defiant attitude or act in a manner prejudicial to the Drugs CoxﬁtroldA(_in_n—
pistration. The Drugs Controller being directly concerned with the adminis
tration of the Drugs Act, would be in a better position to use his discretionary

: powers with circumspection.

8. In the circumstances, and if the views expressed above are 7a7ccef;)tte}1c2

I suggest the following additional proviso to clause (.c) of Section 22 o

Drués Act, 1940, for the consideration of Government.—.« -

“(2) Provided that the Inspector may take any action 'underdﬂi‘%stifealll,si?
under the express orders of the Licensing Aqthontydz}nt e T
censing Authority considers that such action is ex;k)le lertlh lre iswrea-
terests of public health he may seal_the premises w ere'ttii o A
son to believe that such contravention has been comfr:u fe Bk
Inspector shall with all convenient despatch report the 51(; aske e
District Magistrate or the Chief Presidency M;,a,glstrate an
measures as may be necessary according to law”.

Copy OF LETTER No. Ms. 1053 HEALTH, DATED THE 23RD leggi{i
1956 FROM THE GOVERNMENT OF MADRAS, HEALTH, EDIiCATIONMAI:]I)S Lo 6F
ADMINISTRATION DEPARTMENT, TO THE GOVERNMENT OF INDIA,

HeaLTH, NEwW DELHL

SUBJECT : —Drugs—Drugs Rules 1945—Empowering the Drugs Inspectors to
seize registers etc—Amendment to rules.

L G et Leee S ! raueet
iﬁigxelf:trtlegr :;rlr;lzn%?e;;cte% tbecfore t%le Drugs’ Technical Advisory Board and
neceSFS:c::,natcl:;onD:?:;I;rmo;hlfd::ﬁ?:lr‘Services Ref. No. 49771-D/55, dated the

Fronf7tt:e }r:;ﬁir}gr;sgesci.tor, Madras, letter No. Opn. 42/56, dated the

17th March, 1956.

Copy OF LETTER No. 49771 D/55 DATED THE 27TH FEBRUARY, 1956 FROM
THE DRUGS CONTROLLER, MADRAS TO THIS DEPARTMENT.

SUBJECT :fProsecution—Sambandqr M?dg'al 'HaI{ 8[(\211()). (3/2) tlggv;lczzzrugosg:
araikudi—Contravention of Section ccuse
fharged—Opim’on of the Public Prosecutor, M_adras in this cIase
—Nccéssary steps to amend the rules empowering the Drugs Ins-
pector 1o seize registers elc—Request of.

fadurai ecute
rmission was accorded to the Drugs lnspec§or, Madurai to pros
the ::)be(;\r/?:lsglrm for contravening Section 18(a) (V) of Drugs ACtd]QL}O “r:&({
ith rule 65(9) of Madras Drugs Rules 1945 by selling schedule H rugs >
gut a p;escription and making fictitious entries punishable under section

of the said act vide copy of proceedings enclosed.

i i 3 Drugs Inspector,

ve sheet was filed against the above firm by the -

M dl?racihianrgtthe Court of the District Magistrate of Ramanath'apugar}rl] a;blo)fe
vaiottai in C. C. No. 325 of 1955. The registers ax;‘gi521llt bo?lc;\s/aothtc gharﬂes
ized by the Drugs Inspector were filled as exhibits to prove ges.

t‘11"”}:2 ziﬁfsedywas discﬁgarged on 4-11-55 under Section 253(1) Cr. P. C. by the
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-learned Magistrate in view of the ‘Lacuna’ in the Act and rules by not

.viding necessary provisions for seizure of registers and documents to pro-
.the prosecution case by the Drugs Inspector and in view of Articl ;UP pont
the constitution and the rules thereunder being a bar to the ¢ rticle 20(3) of
register as having been produced by the accused himself. Th OLEE e ng Ehe
trate has also observed in his judgment that the e M
the Act, and it is for the Legislature to nere seems. to be a ‘Lacuna’ in
clothing the Drugs Inspector with necessaStCP ”111 and remedy the defect, by
.mamtained under the Rules framed under tr})z, a]gt ority, also to seize registers
judgment in this case is herewith enclosed ¢ Drugs Act, 1940. A copy of the

Th .. . )
who cofxd?xgire]zio?ﬁ of the Assmtar}t Public Prosecutor, Grade II Devakottai
Thho Sont atj\dadﬁrggsc antcli Assistant public Prosecutor Grade 1, Ramana-
e T e 1foE the a_bg)ve point with reference to this ,case we‘re
g ] Ilpis 0(; otpi?irogpll}?z;(tm are sent herewith. Assistant Public Pro-
: r : a revision is not lik i i
i:]:::ls:blcz?gsx(?a'nt Public Prosecu.tor, Grade 1 has eslglatt:dsufﬁz?d iln this
LSt tlgs.jgc;rfi(;igr?lgftthhee t}’nd[;Fg lgf the District Magistrate. He hasealsg
e opinion ublic Prosecutor, Ma e obtai
the same question is likely to arise throughout the gtraatfe may be obtained as

sulteg ;ss ttl:)er\;fx?:l;i cr:gu?::,qd. that the bPublic Prosecutor, Madras may be con
isian ma filed i i i g

s : y be in this case.

at necessary steps may kindly be taken to amend the rulesns&ist:lﬁ; gfnqpl?\i'teerd

ing the i i
g Drugs Inspector to seize registers, records and other material object -

from thé deal i
o ers of drugs in order to prove the offences under Drugs Act

COPY OF THIS OFFICE PROCEEDINGS REF. No. 49771/D/55, pATED 1-8-55

REF R (& —‘Le er N = ’ i~
ERENCE : Lter 0. ;244 D 5 at d 28 5 1955 ron 1}1 Dlu A) ‘"5
) / 5, d € om e 8

regis;grlse gr?ﬁé éIlrl;soyzleectg;;nM}z]lgu;ﬁlehasdreportc;d that during a check of the
Ste t " rved certain entrie erei

:?xi)%lac:i?:;i :él)th };egﬁrd to_the sale of'Schedu‘le H drurgss(gllﬁgfelag}igg?déo;r?g
Vo e .of eK ad seized the registers and bill books and addressed. Dr
Le O.f e araikudi on whose name two entries were made for the
ay S Pf,ro rtLl;gs: The doctor has replied stating that he had not purchased
el themD rueg sb}cz):ﬁec;helzgzgt. Thde de_a}llershas therefore contravened Rule

s [ read with Section 18(a

ézi?shzyblzeg:ﬂige rdglel(%tsio:Tlg'}Ol;)t a prescription and malgir)lg(vf)ic?iiioil.rsu%:qtggst
e e et thereof. Permission is therefore accorded to pro-

(Copy of Judgment.) X

IN THE COURT OF THE DISTRIC
T MAGIS
RAMANATHAPURAM AT DEVAKOFI:FBI’/X{E oF

Present : —Sri R. Lakshmanan, M istri
. ,» M. A,, B. L., District Magi i
4th day of November 1955 Calender calse No. %lggrztf,lgsrgday the
State represented by the Drugs Inspector, Madurai ......... Complaint
. Vs.
Sri R. Desigan. A
......... cecused.

This case having been taken .0

; 3 n file on 5-10-1955 and i

gealr)mlg) O(r}]raldg-llol-lf%s’ 2-11-55 and 3-11-55 before me in ngngllgsegge fo;
. P P. e or the State and of K. Chandrasekara Iyer, Advocate fgr

I
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the accused and having stood over to this day for consideration, the court

made the following: —
ORDER

The Drugs Inspector Madurai has laid the complaint against the accus-
r of Sambandar Medical Hall, No. 22, Koilur

ed, one R. Desigan, Proprieto
road, Karaikuddy. under section 18(a) (v) of the Drugs Act 1940 read with
S. 27 thereof Rule 65(9) for sale of drugs in contravention of the Rules fram-

ed under the Act.
22-2-1955 the accused made fictitious

‘H’ schedule drugs to one
ters maintained for the

2. The prosecution case is, that on
entries of sale, of 12 tablets of Sulphanilamide a
Rangaswami, whose address is not given, in the regis
purpose, ostensibly made under the prescription of one P. Paramasivan (P. W.
2) who is not a registered Medical Practitioner. He also sold on 14-3-1955,
25 tablets of Sulphanamide, a ‘H’ schedule-drugs without prescription, from
a Registered Medical Practitioner, but made entries in the register as if the
sale of 25 tablets was made to Doctor V. V. Rajan, himself a registered me-
dical practitioner. Again, on 1-4-1955, the accused had sold 6 tablets of Sul-

phadiazine, a ‘H’ schedule drug without prescription from a registered, medi-
cal practitioner making entries in the register as if the sale was to V. V.

Rajan himself.

3. The defence is two-fold : Firstly, the accused did not violate any
rules, and only supplied to a Doctor, or as per a doctor’s prescription. Se-
the seizure of the registers, maintain-

condly, no violation is proved, because
ed by the accused, is illegal, the.Drugs Inspector having no powers expressly
conferred on him, by the Drugs Act for seizure of such documents, apart
from the scizure of stocks of drugs. When once the seizure is illegal, the
accounts cannot be directed to be produced, in view of Art. 20(3) of the Con-
stitution Act, which says that no accused can be compelled to give evidence
against himself, or to produce a document which may incriminate him. There-
fore the alleged unauthorised sales in contravention of the Rules framed under
the Drugs Act, are not proved.

4. The point for determination is : Whether, legally, there is a prima
facie case against the accused. ;

5. The evidence of P. W. L., Dr. Rajan shows that he never purchased
25 tablets of Sulphanamide on 14-3-55 or 6 tablets of Sulphadiazine, on 1-4-55,
for his chemist is one Selvanayaki stores, and the witness is not a customer of
Sambandar Medical Hall. He wrote Ex. P.L., denying any purchase by himself
in answer to a query of the Drugs Inspector. Therefore, if the entries in the
register, seized and produced by P.W.S. are legal evidence, instance 2 and
3. mentioned in the complaint dated 5-10-55 may have to be accepted as

true.

6. With regard to the 12 tablets of sulphanamide, a ‘H’ schedule drugs
sold to one Rangaswami, that purchaser, Rangaswami is not a prosecution
witness. Therefore, only if the register, seized and produced, is legal evidence
against the accused, then as Dr. Paramasivan gave Ex. P 2. saying that he
used only Ayurvedic medicines, and as he has deposed that he told the Drugs
Inspector, that he used only Ayurvedic Drugs, and never English or Allopathic
drugs, the first instance, mentioned in the complaint may also have to be

considered as proved.
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; : is case, is : That the accused takes technical
advazl}a]z;“;,}h fh;h gggltﬁiainu%ie under the Sales Tax Act or the Madras
Prohibition Act, for instance, unde‘r‘ the Drugs Act and nspecting officer
is not clothed with the powers of”a Police-Officer . to seize registers. If the
Drugs Inspector is “Police-Officer”, a search and seizure by him will not be
invalid, under Art. 20(3) of the Constitution [Vide SORNALINGAM CHET-
TIAR vs. State decided by Balakrishnaier J. and reported in 1955 Madras
weekly Notes (Criminal (Page 151).] Rule 51(6) shows, that the Drugs Inspec-
tor should maintain a record of all inspections made, and actions taken by
him in the performances of his duties, including the taking of samples and
the seizure of stocks and to submit copies of such record to the controlling
authority. Rule 51(7) shows, that the Drugs Inspector may make enquiries and
mspections, as may be necessary, to detect the sale of drugs in contravention
of the Act. The argument for the accused is. that there is no provision em-
powering the Drugs Inspector to seize the registers, bills and other records,
maintained in a Medical shop. The absence, of such a provision in the Drugs
Act, and the rules framed thereunder is contrasted, naturally with the presence
of a provision for seizure of accounts by a Sales Tax or commercial tax offi-
cer, and seizure of contrabands by a prohibition officer making a search and
seizing articles or implements, used for the manufacture, of illicit arrack,
under a mahazar. It is also pointed out that Rule 51(6) refers to the seizure
of stocks, but there is no reference to the seizure of registers or bills. A.P.P.
II could not contend, that seizure of stocks or drugs would include seizure
of registers but he argued, that seizure of registers may be construed to come
within the purview of rule 51(7), which empowers the Drugs Inspector to make
such enquiries and inspections, as may be necessary, to detect the sale of drugs
in contravention of the Act. There seems to be a LACUNA in the Act; and
it is for the Legislature to step in, and remedy the defect, by clothing the
Drugs Inspector, with the necessary authority, also to seizure registers main-
tained under the Rules framed under the Act; for it is idle to contend that
it is enough that the Drugs Inspector, makes an inspection and notes the
points and initials the registers, when a seizure is very necessary, to prevent
any possible tampering with the registers, after the Drugs Inspector leaves a
medical hall after inspection. The only alternative, for the Drugs Inspector,
is to have moved police, who can get a search-warrant from a competent ma-
gistrate search the premises, and seize the registers, in the absence of any
express or specific power to seize which has been conferred by other enact-
ments, but is absent in the Drugs Act and the rules framed thereunder. The
defence counsel relies on a Bench Ruling of the Madras High Court in SWAR-
NALINGAM CHETTIAR vs. ASSISTANT LABOUR INSPECTOR,
Karaikudi, 1955 N.W.N. (Criminal 173, to show, that the learned Chief
Justice on behalf of a Bench of the Madras High Court held that in view of
Article 20(3) of the constitution, summons cannot be issued to an accused;
to compel him to produce documents in his possession which may support
the prosecution case, and, the Supreme Court has held in BEHRAM KHUR
SHED PESIKAKA vs. THE STATE OF BEOMBAY reported in 1954 (N.
W. N. Criminal) 289. that the fundamental right under Art. 20(3) of the
Constitution is one. which is based on public Policy, and cannot be waived
by an individual. if the Drugs Inspector, had after inspecting the registers,
taken a confession-statement from the accused, that would admissible: and
the prosecution-case would be then, strong as P.W.3 is not a Police
Officer. But no such statement was taken by P.W. 3 P.W. 3 was also rather
slow to act, after April 55 till-5-10-55, the date of the complaint here,

) 8. The net result is that in view of a lacuna in the Act rules not provid-
ing from seizure of registers and documents support the prosecution case
by the Drugs Inspector, and in view of non-production of the documents and
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ution and the rules thereunder being a

as having been produced by the agc.:ufsoelfi

himself T am reluctantly technically constrained to dxsc};]ar%: the; a/i((::‘tlsZn& il

']mthe absence of proof of sales in contravention of t eh lgu%he LA e

i?ules thereunder the evidence of 1l;.Ws. 1 atn;l 30%3/?23;“ oif unregutted. 21§
case, with which would warrant a ¢ . ‘

;?:cﬂ]soe:ii, i;;, accordingly, discharged under Section {253(1) Cr. P. C

in view of Art. 20(3) of the anstit
bar to the court viewing the register

ranscribed by him corrected by me

Dictated to the shorthand writer, t s 1955,

and pronounced in open court, this the 4th day of Nove
| (Sd.) R. LAKSHMANAN,

District Magistrate.

!
Prosecution Witnesses : —

3. 1. Shri V. V. Rajan (Dr.); 2. Shri Parameswarann (Native Dr.); 3.
" Shri C. V. Narasimhan (Drugs Inspector).

Prosecution exhibits :—

P-1: 27-4-55: Letter to Drugs Inspector by P. W. 1

P-2: 17-9-55 : Statement of P. W. 2 to P. w. 3

P-3; ?j-2-55 . Counterfoil in the bill book showing sale of 12 tablets of
Sulphanilamide.

P-3a: 14-3-55 : Counterfoil in the bill (No. 371) for sale of 25 tablets.
of Sulphanamide.

. i P..
P-4: 22-2-55 : Entry for prescription purported to have been given by
W. 2.

P-4a: 14-3-55: Entry in stock register for the sale of 25 tablets covered
i)y Ex-P-3-a. N

P-4b: 1-4-55: Entry in stock register for sale of 6 tablets of Sulphadia
zine. .

P-5: 1-4-55: Bill for sale of 6 tablets of Sulphadiazine covered by Ex-P-
" Ex-P-3-b (Counterfoil No. 402).

Defence Exhibits:—
D-1; Prescription Chit alleged to have been given by P. W. 1.
D-2: 5-5-55 : Notice sent by P. W. 3 to the accused.
D-3: 24-5-55; Reply of the accused to D-2.
= Material objects : —Nil.
(Sd.) R. LAKSHMANAN,
District Magistrate..
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COPY OF OPINION OF THE ASSISTANT PUBLIC PROSECUTOR, GRADE I,
RAMNATHAPURAM AT MEDURAI ON THE DISCHARGE OF THE ACCUSED IN C.C.N.

325/55 ON THE FILE OF THE DISTRICT MAGISTRATE, DEVAKOTTAI A CASE
UNDER THE DRUGS ACT.

The accused had been complained against by the Drugs Inspector for
fictitious entries of sales of sulphanamide Tablets on three -occasions, and not
‘covered by the prescription of Registered Medical Practitioner viz. on
22-2-55, 14-3-55 and 1-4-55.

The main contention of accused is against the seizure of his accounts by
the Drugs Inspector, as offending the provisions of Act 20(3) of constitution
and that such a seizure would amount to compulsion of the accused to be

a witness against himself. The District Magistrate has discharged the accused
agreeing with the above contention. i

Though the Drugs Inspector has been given wide powers in respect of
the enforcement of the act and the detection of offences, there is no specific
provision under the Act or the rules framed thereunder clothing him with the
powers of seizure of the accounts of the accused. Section 22(e) authorises
him to exercise such other powers as may be necessary for carrying out the
purposes of that chapter or rules made thereunder. Whether this could be
construed as a provision authorising him to seize records and accounts, is to
'vital question. In other Statutes as referred to in the Judgment of the District
Magistrate, there is specific authorisation for the officers for such seizure. In
" the absence of any such specific provision in the Drugs Act, the construction
‘could be against such powers of seizure of accounts, documents from the ac-
cused. In 1955 M.W.N. 173 (cr) it has been held by the High Court, that sum-
moning documents even by the Court, from an accused would amount to a

“compulsion offending Art. 20(3). The seizure of the accounts by the Police
-during investigation, is authorised by statute. There being no specific on the

Inspectpr: the seizure of the accounts or documents from the accused and
furnishing it as evidence against him, appears to me to be offending Art. 20
(3).

The District Magistrate has even suggested the taking of suitable steps
for amending the rules, providing for such seizure of account etc.

I am unable to disagree from the finding of the District Magistrate and
I would advise the authorities to obtain the opinion of the Public Prosecutor,
Madras, as the same question is likely to arise throughout the State.

COPY OF OPINION OF THE ASSISTANT PUBLIC PROSECUTOR, 11, DEVAKOTTAT

ON THE DISCHARGE ORDER IN C. C. 325/55 ON THE FILE OF THE DISTRICT
MAGISTRATE, DEVAKOTTAL.

The accused in this case R. Desigan, Proprietor, Sambandar Medical
Hall had been charged by the Drugs Inspector, Madurai under section 18(a)
V of the Drugs Act 1940 read with S. 27 thereof Rule 65(9) for sale of
drugs in contravention of the rules framed under the Act. After examining 3
witnesses on the side of prosecution, and after recording the statement of the
‘accused, the District Magistrate, Devakottai has discharged him under S.
253(I) Cr. P. C. on 4-11-56. The Drugs Inspector now secks my opinion =
whether this order can be taken up in Revision.

. The entire case rests upon the evidence as disclosed on the records main-
tained by the accused and marked as Exhibits P3 to P5 which prove all the
‘three instances of alleged sale without prescriptions of registered Medical
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iti . The trial court has based its finding on what is called a Lacuna
f;i%léltggir%he taking away, or the production of the registers and bills from
or by the accused by the Drugs Inspector has been found to be without any
jurisdiction in the absence of specific provision in the Drugs Act and the

rules made thereunder, empowering the Drugs Inspectors to seize the dgcu-
ment with themselves upon an inspection of a Drugs Shop or even there

} produced by the parties themselves in the course of an inspection. It may also

be mentioned here that some other Acts do really empower some persons to

search and seize records in enforcing the provisions of the respective Acts.

so. it can be said that the Legislature never intended that the officers
Sr?f:r]c‘:li%]; the various provisions of the Drugs Act can search and sﬁlzeatrg:
registers that were expected to be maintained by the licensee. It 1slon5t1 c; san
lines that the court has refused to give an interpretation to Ru e“E . viz,,
the seizure of the registers would come within the purview of c{lqumgz
and “Inspection” which the Drugs Inspectqrs had empowered to do under
the act.

ecision reported in 1955 M. W. M. Cr. 173 has also been relied
uponAbze?lfg g)ourt to hgld that the seizure of the documents by the Drug;
Inspector either by himself or upon their being produced by the accuse
Voluntarily is hit by Art. 20(3) of the Constitution of India. There Dlttwas
found that SUMMONS FROM EVEN COURT CANNOT BE ISS.UEZ11 ?N ar:
accused to produce a document. Here a Drug Inspector admnttg y No
EMPOWERED TO SEIZURE is found to be barred by Art 20(3) aszopgr
the ruling cited above. When the seizure is found to be barred by Art;1 (3)
then the records seized cannot be used, in evidence against the accused.

it is found that the seizure infringes the fundamental right
of thzvgggug:lcinder Art. 20(3), and the registers qnd records cannot l})le ucsiecf
in evidence against the accused, then we are left with absolutely no oht er do
cumentary evidence to substantiate the charge against the accused, however,
strong the oral evidence or P.W. I may be.

Even on facts, I feel, even if a charge is framed, ultimately the case is
not likely to end in a conviction.

Under these circumstances, I am of the view that a Revision is not likely
to succeed in his case.

CopYy OF LETTER No. OPN. 42/56, DATED THE 17TH MARCH, 1956 FROM
PusLIC PROSECUTOR, MADRAS TO THE ADDITIONAL SECRETARY TO GOVT.
HILA. DEPT., MADRAS.

:cT :—Revision against discharge—C.C.—No. 325 of 1955 on the file
SumECT of the dﬁ'trict Magistrate, ~ Ramanathapuram—Forwarding
opinion.

REFERENCE : —Endorsement No. 22235-HI1/56, Health, dated 14-3-56.

With reference to the above endorsement I give below my opinion in the
above matter.

2. The paper received for reference are returned herewith.
OPINION

The District Magistrate of Devacotta in C.C. No. 325 of 1955 has acquit-
ted theeaccused R. Desikan for contravening section 18(a) V of the Drugs
Act 1940 read with S. 27 thereof and Rules 65(9) of the Rules framed under
the Act.



62

The question that arose in the case was whether the Drugs Inspector
js empowered to seize the books of the accused. The lower court was of the
-opinion that Rule 51(6) and 51(7) does not refer to seizure of the registers
or bills and as such the Drugs Inspector is not empowered to seize the books
He also finds that under Article 20 (3) of the Constitution of India the
accused cannot be compelled to give evidence against himself, The Court

registers the pro-

ignored the registers and found that in the absence of the
secution case has not been proved.

No doubt Article 20(3) says that no

mons cannot be issued to the accused

that the registers were produced by the

be taken up as and when it arises in future.
(True Copy.)
(Sd.)

Superintendent.

_ ENCLOSURE G
No. F. 3-7/56-D

GOVERNMENT OF INDIA
MINISTRY OF HEALTH

New Delhi-2, the 4th October, 1956.
From

Shri T. V. Anantanarayanan, M. A.,
Under Secretary to the Government of India.

To

The Secretary,
Drugs Technical Advisory Board,

C/o Director General of Health Servi
New Delhi. crvices.

SUBJECT :—Drugs Rules 1945—Schedule E—State Poisons Rules.
SIR,
I am directed to forward a copy of letter No. 1321-Health, dated the

20th April, 1956 from the Government of Madras, H i
e . , Health Educat
Local Administration Department with enclosure, on the subject melg?iozgg

( t person accused of any off
be compelled to be a witness against himself. Decisions have }{el?i ?ll;gf ssl};;ll

cann ! to compel hi -
ments in his possession. In a recent decision Hf; Lor?;shtiop Il)\ft(:fh}flitit:: S(;orgg-
sundaram has held in CA 552/55 that Article 20(3) of the Constitution does
not apply to the police investigation. le_g’ this case it is possible to contend
L rugs Inspector an

Is not compelled to be a witness against himself. lgut in thig1 g;?é gllf &cgu;zcsi
become academic, the judgment was delivered on 4-1 1-55. The revision against
the order of dlscharge ought to have been preferred within one. month. Now
as the time has expired and as no revision was preferred before the s;cssion
judge the High Court cannot be moved in the matter. So this question may
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above and to request that the matter may be placed before the next meeting

- of the Drugs Technical Advisory Board and their views communicated to

this Ministry at an early date.
]

Yours faithfully,
(Sd.) T. V. ANANTANARAYANAN,

Under Secretary.

Cory OF LETTER No. 1321-HEALTH, DATED THE 20TH APRIL, 1956, FROM
THE GOVERNMENT OF MADRAS, EDUCATION, LOCAL ADMINISTRATION DEPART-
MENT, ADDRESSED TO THE GOVERNMENT OF INDIA, MINISTRY OF HEALTH.

SUBJECT : —Drugs—Drugs Rules, 1945—Rule 65(12)—Amendment—Sug-
gested to the Government of India.

REFERENCE : —From the Government of India, Ministry of Health Letter No.
F. 1-52/55-D, dated 2-11-55.

I am directed to enclose an extract from the letter of the Drugs Control-
ler, Madras No. R. 122774/D/55, dated 12-12-55 suggesting certain amend-
ments to Rules 65(12) of the Drugs Rules, 1945. I am to request that the
matter may be placed before the Drugs Technical Advisory Board and
necessary action taken in the matter. -

AN EXTRACT FROM THE LETTER OF THE DRUGS CONTROLLER, MADRAS
No. R 122774/D/55 DATED 12-12-55.

2. It is also considered necessary to amend Rule 65(12) of the Drugs
Rules, 1945, so as to provide for the manner of storage of poisons on similar
lines to the provisions made under Rule 18 of the Poisons Rules framed by
the Government of Madras, under the Poisons Act, 1919 in view of the pro-
posal to delete “Purely drug items” from the State Poisons Rules and include
them in Schedule E of the Drugs Rules.

(True extract.)
Rule 18 of Madras Poisons Rules

18. CUSTODY OF POISONS KEPT FOR -SALE AND LABELLING
RECEPTACLES IN WHICH THEY ARE KEPT:—All poisons kept for
sale under these rules by any licence holder shall be kept in a box almirah,
room or building (according to the quantity maintained) which shall be se-
cured by lock and key and in which no substance be placed other than poi-
sons possessed in accordance with a licence granted under the Act; and each
poison shall be kept within such box, almirah, room or building in a separate
closed receptacle of glass, metal or earthenware. Every such box, almirah
room or building and every such receptacle shall be marked with the word
‘POISON’ in red characters, both in English and in the vernacular of the
district and in the case of receptacles containing separate poisons, with the
name of such poison.
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ENCLOSURE H

No. F. 1-68/56-D
GOVERNMENT OF INDIA
MINISTRY OF HEALTH

FroMm

The Under Secretary to the Government of India,
Ministry of Health,
New Delhi. -

To

The Secretary,

Drugs Technical Advisory Board,

C/o Directorate General of Health Services.
New Delhi.

New Delhi-2, dated the Sth, January 1957.

SUBJECT : —Amendment of item No. 12 in Schedule C to the Drugs Rules,

SIR,

I am directed to say that the present entry at item No. 12 of Schedule
C to the Drugs Rules, 1945, permits preparations to be classified as Schedule
C items only when these are “in a form to be administered parenterally”.
In accordance with this definition there is room for doubt whether injectable
preparations containing dry powder when packed with the solvent separately
would be classifiable as Schedule C drugs. Certain firms have advanced the
following argument against such classification:—

“In such cases the preparation is not ir a form to be administered
parenterally and that the preparation becomes ready only when
mixed with the solvent.” ) !

2. The Government of India are of the view that such preparations should

be controlled under the provisions applicable to Schedule C items.

In order to remove any ambiguity, the present entry at item No. 12 of
Schedule C may be amended to read as follows:—

“Any other preparation which is meant for parenteral administration
either in the form in which it is marketed or after being made up
with a suitable solvent or medium”. : -

2. It is requested that the matter may kindly be placed before the next
meeting of the Drugs Technical Advisory Board and the recommendations
of the Board communicated to this Ministry in due course. -

Yours faithfully,
(Sd) XXX

Under Secretary.

Ministry in due course.
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ENCLOSURE 1

No. F. 1-12/57-D.
GOVERNMENT OF INDIA

MINISTRY OF HEALTH
New Delhi 2, the 19th February, 1957.

FrROM

Shri J. N. Saksena, )
Under Secretary to the Government of India.

To
The Secretary. . )
Drugs Technical Advisory Board,
C/o Directorate General of Health Services,

New Delhi.
SUBJECT : —Drugs Rules, 1945—Amendment of Schedule C(I)y—Inclusion of
Viyomycin.

SIR,
1 am directed to forward a copy of letter No. Medl./5756/3D-29/56,

j i he Govern-
ted the 27th July, 1956, on the subject mentioned above, from t >
crlnaent of West Benygal and to request that the views of the Drugs Technical
Advisory Board in the matter may be obtained ‘and communicated to this

Yours faithfully,
(Sd.) J. N. SAKSANA,
Under Secretary.

GOVERNMENT OF WEST BENGAL
DEPARTMENT OF HEALTH

~ Medical Branch
No. Medl.|5756/3D-29/56 Calcutta, the 27th July, 1956.
FrOM

Shri S. C. Roy, M. A, WB.C.S,,
Assistant Secretary to the Government of

West Bengal.

To
The Secretary to the Government of India,
Ministry of Health. .
SuBtecT : —Drugs Rules, 1945—Amendment of Schedule C(1)—Inclusion of
“Gramicidin”.
o 1/55-D
i i { 1-5 -D,
I am directed to refer to Shri Anantanarayana’s letter No. F.
dated ztlhe: 22nd May, 1956 on the above subject and to say that the Govern-
ment of West Bengal have no objection to the proposal of amendment cir-
culated in the said letter.
5_1 M. of Health/58 (18th Meceting).
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2 I ani, however, to point out that in the opinion of this Government

. the name of “Vivmycin” another new antibiotic should also be included
in Schedule C(1) to the Drugs Rules.

Yours faithfully,
(8d) X X X,
Assistant Secretary.

ENCLOSURE ]
No. F. 1-30/56-D
GOVERNMENT OF INDIA
MINISTRY OF HEALTH
New Delhi-2, the 24th April, 1957.

FroMm

Shri J. N. Saksena,
Under Secretary to the Government of India.

To

The Secretary,
Drugs Technical Advisory Board,

C/o Directorate General of Health i
New pacto ealth Services,

SuBJECT :—Drugs—Drugs Act 1940—Druy ST
£ — gs Rules, 1945—P, -
cable to Antitoxins—Modification of. A anel

SIR,

I'am directed to forward copies of the corres 1 i
I d pondence given belo
})hc subject mentioned above and to request that the ma%ter may gind(;;
in% placgdﬁl;;fgrgf tg;e %%ugii Technli(cal Advisory Board at their next meet-
. Th e Board may ki iunicated his Ministr
el y kindly be communicated to this Ministry

1. Letter No. 68321/H-2/56-1 Health. dated -7-
Sf Madvas (it i) X ated the 17-7-56 from the Govt.

2. Memo No. 2-7/56-SAV /23506 0.
Kasaull, / / . dated the 7-9-56, from C.R.L,

3. L%z)er; bljy?: 3937, dated the 16-10-1956 from the Haffkine Institute,

4 ) . .
Le(t;tSirn(Ii\;(,)' 1216-B4/57, dated the 18-2-1957 from the King Institute,
Yours faithfully,
(Sd.) J. N. SAKSENa,
Under Secretary.
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Copry OF LETTER No. 68321-H2/56-1 HEALTH DATED THE 17TH JULY, 1956
FROM SrI K. GHULAM MAHMOOD 1.A.S., ADDITIONAL SECRETARY TO GOVERN-
MENT HEALTH, EDUCATION AND L.A. DEPARTMENT, MADRAS ADDRESSED TO
THE SECRETARY TO THE GOVERNMENT OF INDIA, MINISTRY OF HEALTH, NEW
DELHI (WITH ENCL.).

‘SUBJECT :—Drugs—Drugs Act 1940—Drugs Rules, 1945—Provisions appli-
cable to Anti-toxins-Modifications of.

“ I am to enclose herewith a copy of letter No. 65747/D/56 dated 27th
June 1956 from the Drugs Controller of this State with its enclosures, on
the above subject and to request that necessary action may be taken as
proposed in that letter, to amend the provisions applicable to Tetanus Anti-
Toxins under section (1) of Part IV in Schedule F to the Drugs Rules 1945.

Copy OF LETTER R. No. 65747-D/56 DATED 27-6-1956 RECEIVED FROM
THE DIRECTOR OF MEDICAL SERVICES, MADRAS.

SUBJECT :—Drugs—Drugs Act 1940—Drugs Rules, 1945—Provisions appli-
cable to Anti-toxins—Modification of.

1 forward herewith a copy of letter cited with a request that the Drugs
Technical Advisory Board may be consulted in the matter with a view to
modify the provisions applicable to. Anti-Toxins under section D in Sche-
dule F, to the Drugs Rules, 1945, as suggested by the Director, King Insti-
tute, Guindy.

Copy OF LETTER No. 13592/B4/56 FROM THE DIRECTOR, KING INSTI-
TUTE, GUINDY, DATED 29-5-1956.

In the Drugs Rules, 1945, as enunciated under the Drugs Act, 1940
(As corrected up to 30th September 1953) Part IV, Section D lays down
the provisions governing biological and other special products with parti-
cular reference to those applicable to Tetanus Anti-Toxin. (Please refer
to page 111 Drugs Standard Control, the Drugs Act, 1940, and the Drugs
Rules Government of India in 1954.)

Here item number 4(2) containing the provision relating to the presence
of solid matter in liquid sera reads:— that a solution of the separated
Anti-toxic globulins shall not contain more than 0-1 grm. of solid matter
for each 300 Anti-toxic units (International Unit of 1950).

This is the same as the provisions contained in the Therapeutic Subs-
tances Act, London etc., (1935) relating to the presence of solid matter in
Tetanus Anti-toxin.

The Madras Drugs Rules also contain the same provision regarding
this.

In the British Pharmacopoeia, (1953), the British Phér‘macopoeial co-
dex and the United States Pharmacopoeia the provision relating to solid
matter in Anti-toxic Sera with particular reference to Tetanus Anti-toxin
states that the Total solids should not exceed 20%. -

The provisions relating to this subject as laid down in the various stan-
dard publications are tabulated with appropriate reference in the annexed

form.
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According to the provision that the total solids in the Anti-toxin can
be 0-1 grm. for each 300 units as anti-toxin with total solids as high as
even 809 will pass the prescribed regulations. For example a curative anti-
toxin contains 25.000 L.U. (1950). In accordance with the existing rules an
anti-toxic solution containing 25,000 I.Us. can contain 83 gms. of solid
matter. This 8-3 gms. is generally contained in 10 cc. hence this will work
up to 83% total solids. I wish to point out that this is an anomaly.

Prescribing . a limit for total solids is essential as this controls the
nature, -specificity and to a certain extent the colour of the Serum which
factors contribute severally and individually towards the quality of the
serum. The rule as it reads gives room for low quality sera to pass the
regulations. Moreover, this leads to the possibility of low grade Sera with
high content of non-specific Proteins being passed as satisfying the Drug
Rules though the total solid content is far above the safe limit of 209%.
Such Sera are unsuitable for human use: ' ,

Hence it is suggested, that the ‘clause relating to the limiting the pre-
sence of solid ‘matter-in Tetanus -Antitoxin be modified as follows:—

A‘solution of the separated Anti-toxic globulins shall not contain more
! (han 209% of- total solid matter. -

In the Drugs Rules, 1945, as enunciated under the Drugs Act, 1940
as corrected up to 30-9-1953. Part IV, Secuon D which lays down . the pro-
vision governing the strength of Tetanus Anti-toxin states that -Tetanus
Anti-toxin having a potency of less than 150 I.U./cc. shall not be used
for prophylactic use and that Tetanus Anti-toxin having a potency of less
than 800 I.U./cc. shall not be issued for the treatment of Tetanus. This is
the same as the provision contained in the Therapeutic Substances Act,
1935. The Madras Drugs Rules also contain the same provision. The pro-
visions relating to this subject as laid down in the various standard pub-
lications are tabulated with appropriate references in the annexed form. Since
the minimum potency of the anti-toxin for Prophylactic and Therapeutic
use is limited ‘by this provision the maximum volume. of Anti-toxin that
can be issued is consequently limited. The maximum. volume in
which Tetanus Anti-toxin can be issued for Prophylactic use (1500 1. U.)
and for Therapeutic use (25,000 1.U.) according to the various regulations
are tabulated below. 3

~Maximum volume
in whlich the Thera-
peutic dose can be

Maximum volume
which a Prophylactic

Name of Publication dose can be issued

1500 1. U. issued 25000 I. U,
(1950) (1950) '
Therapeutic Substances Act . . . 10 C.cC. 31°25 C. C.
Drug Standard Control . . : . 10 C.C. 31°25 C. C.
Madras Drugs Rules . 2 g e I0°  C.Co 31°25 C. C.
British Pharmacopoeia . 3 . . 15 C.cC 8-33.¢c. c.
U. S. Pharmacopoeia 875 €. C. 62:5 c.c.

o Itis essential to limit the maximum volume in which Tetanus Antito-
xin can be dispensed for Prophylactic or Therapertic use as this will neces-
sarily exclude to a considerable extent non-specific Proteins in the finished
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products. Thus, it will contribute to the issue of a Serum which can be
claimed to be free to a large extent from materials which may lead to al-
lergic and other untoward reactions. Further, in the treatment of Tetanus
where it is necessary to administer large doses of tetanus Anti-toxin at fre-
quent intervals it is essential that the individual doses are dispensed in as

“small a volume as possible. Hence. it is suggested that the provision govern-

ing the strength of the Anti-toxin in liquid preparations be modified as fol-

Jows : - .

Strength : Tetanus Anti-toxin having a potency of less than 500 1.U./cc.
in the case of liquid preparations shall not be issued for prophylac-
tic use. Tetanus Anti-toxin having a potency of less than 1,500 1.U.|
cc in the case of liquid preparations shall not be issued for the
therapeutic treatment of tetanus.

According to this requirement, one Prophylactic dose of Tetanus Anti-
toxin (1,500 L.U. 1950) could not be issued in more than 3-0 cc. volume
one Therapeutic dose of Tetanus Anti-toxin (25,000 1.U. 1950) cannot be

issued in more than 16-6 cc. volume.

ForMm 1

Reference The provision as it reads

to page

No. Name of Publ'cation

Page 111 A solution of the separate Anti-toxic
globulin :hall not contain more than
1'0 gramme of solid matter for each
300 anti-toxic units (I. U. 1g50).

Page 32 A solution of the separated Anti-toxic
globulins shall not contain more than
o'1 gramme of solid matter for each
600 anti-toxic unit (I. U. 1928).

Page 50 Preparations of anti-toxic globuling do

) not centain more than 209% of solid
matter.

Page 2 Preparations of anti-toxic globulins do
not contain more than 20% WV of solid
metter.

Page 611 And its total sol'ds must not exceed

1. Drug Standard Control. The Drugs
Act, 1940. The Drugs Rules, 1945
thereunder revised and corrected
up to 30-9-53-

2. Therapeutic
London, 1935.

Substance Act,

9. British  Pharmacopoeia Official
from 1-9-53.

4. The British Pharmaceutical Cod=x,
1949, Supplement 1952.

5. The Pharmacopoeia of the United

States of America Official from 20%.
1-11-1g50.
Form 1T
No. Name of Publication Reference The provision as it read
to page

Strength : _Tetanus Anti-toxin having
a potency of less than 150 units per
c.c.in the case of liquid prepara-
tions or less in the case of dried prepa-
rations shall not be issued for prophy-
Jactic use. Tetanus Anti-toxin having a
potency of less than 8000 units per
gramme in the case of dried prepara-
tions shall not be issued for treatment
of Tetanus.

2. The Madras Drugs Rules, 1945, G. Page 31 Do.
O. Ms. No. 3240, P.H., dated
14-12-45.

1. Drugs Standard Control. The Drugs Page 111
Act, 1940. The Drugs Rules, 1945,
thereunder revised and corrected

up to 30-9-53.
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No. Name of Publication Reference The prevision as it read
to page
3. Therapeutic ~ Substances  Act, Page 41 Tetanus Antitoxin having a potency of

less than 300 I. U. per c. c. in the case
of Liquid preparations or less than
3.000 units per gramme in the case of
dried preparations shall not be issued:
for prophylactic use.

Tetanus Anti-toxin having a potcncy
of less than 1,600 units per c. c. in the
case of hq.ufd preparations or less than
16,000 units per gramme in the case of
dried preparations shall not be issued
for treatment of Tetanus.

London Ltd., 1945.

4. The British Pharmacopoeia Offi- Page 564
cial from 1-9-1953. Potency : for prophylactic use Native
anti-tox'c Serum has a potency cf not less
than500 units per ml. Dried native Anti-
toxic Serum has a potency of not less
than 5,000 units per gramme. Prepara-
tions of anti-tox'c Globulins have a
potency of not less than 1000 units per
mbk. Dried preparations of Anti-toxic
globulins have a potency of not less
than 7,500 units per gram. for The-
rapeutic use; .
Preparations of Anti-toxic Globulins
have a potency of not less than 3000
units per ml. Dried preparations of
~ Anti-toxic Globulins have a potency
of not less than 15,000 units per gram.

5. Il{.! KS_.lPh:nnacopocia Official frem Page 10 Tetanus Anti toxin has a potency of
950. ) not less than 400 Anti-toxic units per
c.c

b Copry OF LETTER No. 39037 DATED 16TH OCTOBER, 1956, FROM THE
CIRECTOR, HAFFKINE INSTITUTE. BOMBAY, 12 ADDRESSED TO THE Drucs
Dg:;fguﬁk (INDI1A), DIRECTORATE GENERAL OF HEALTH SERVICES, NEwW

SUBJIECT : —Modification of S 1 [~tOXI
provisions applicable to Tetanus Anti- in:
the Drugs Standard Control (Sept. 1953). 1 Antioxin in

Your letter dated 28th August 1956 re i
) 5 garding the abov tt
with a copy of letter from the Director, King Institute, Gui?ldr;ll,a aird a)llgr&%
subsequent reminder of even number 8-65/56-D dated the 5th October
1956 has been received. I have the following comments to make. ’

1. The letter from the Director, King Institute doe
provisions in the Indian Pharmacopoeia (1955) relating toSTre]?atm?su?‘}xentitt}(l)?
xin. It has quoted all the other authorities, e.g., B.P., B.P.C., US.P Drug
Standard Control (1953), Therapeutic Substances Act (Lond(’)n, 1.93.,5) and
the Madras Drugs Rules. Our recommendations as given below are more
in conformity with I.P, (1955) requirements.

2. We agree with the Director. Kj i isi
» b » King Institute, that the provisions re-
}Iiit;ng to the presence of solid matter in Drug Standard Control (1953) for
be anucsi_gmtx-toxm viz., the las; sentence in Part IV-D, item 4, para 2 should
¢ modified to read “A solution of the separated antitoxic globulins shall
not contain more than 209, of total solid matter”. '

71

This will be in accordance with L.P., B.P., B.P.C. and US.P. The ear-
lier part of the same para relating to total solids in natural serum in the
Drug Standard Control (1953) may be left undisturbed.

3. About the provisions relating to strength of Tetanus antisera in pro-
phylactic preparations, I feel that the strength should be stated as “Tetanus
liquid preparations and 5,000 1.U, per gram. in the case of dried preparations
shall not be issued for prophylactic use”, :

The provision about dried preparations does not find a mention in the
letter of the Director., King Institute. Our suggestion is in keeping with
those of I.P., B.P., and B.P.C.

4. About the provisions relating to strength of therapeutic tetanus anti-
toxin, the strength suggested by the Director of King Institute is 1500 I.U.
/c.c. The strength required by I.P. is 1000 I.U./ec and B.P.C., B.P., specify
3000 I.U./cc while U.S.P. prescribes 400 I.U./cc. It is to be expected that
the manufacturers of tetanus antisera for therapeutic use will always
strive to attain the highest purity possible. I therefore suggest that the fol-
lowing be adopted. “Tetanus Antitoxin having a potency of less than 1000
L.U./cc for liquid preparations and 5,000 I.U./gram. for dried preparations
should not be issued for the therapeutic use”. This is in conformity with I.P.
specifications. -

5. The provisions in the Drugs Standard Control (1953) relating to te-
tanus anti-toxin units per 0-1 gram. of solid matter will not arise in view
of the amendments suggested for total solid matter and strength of antisera
in liquid and solid form prophylactic and therapeutic use.

Copy OF MEMo. No. 2-7/56-S&V /23506 DATED THE 7TH SEPTEMBER,
1956, FROM THE DIRECTOR, CENTRAL RESEARCH INSTITUTE, P.O. KasauLl
ADDRESSED TO THE DRUGS CONTROLLER, INDIA, DIRECTORATE GENERAL

of HEALTH SERVICES, NEW DELHI-2.
REFERENCE :—Your letter No. 8-65/56-D. dated 26-8-1956.

The tetanus and other antitoxins received for testing at this Institute
are mostly of foreign manufacture and chiefly from countries such as UK.,
US.A., Germany & Italy. These products usually fulfil the “total solids”
specifications as laid down in the British Pharmacopoeia. In the Indian
Pharmacopoeia similar specifications have been incorporated. It is expected
that with the enforcement of its provisions, the specifications relating to
vaccines, sera and other biological products laid under Schedule F of the
Drugs Rules will have to be revised and amended to bring them in align-
ment with the recommendations of the Indian Pharmacopoeia.

The Schedule F may even be dispensed with after the Indian Pharmaco-
poeia becomes the Official Authority for the Drugs Act.

Your attention is also invited to D.O. No. 16994 dated 17-7-52 from
Dr. D.C. Laheri, Asstt. Director, Haffkine Institute, Bombay addressed to
the Secretary, Indian Pharmacopoeia Committee. At present we have no
data regarding the relationship of the “total solids” and the corresponding
“unitage contents”, of tetanus and other antitoxins manufactured in India.
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It is desirable to collect this data in order to assess how far these specifica-
tions compare with those laid down in the British Pharmacopoeia & Indian
Pharmacopoeia. )

The Director, King Institute, Guindy, is correct in inti
. tor, 2 €, 1 s ointing out
varlxous anomalies in this respect as laid down in the DrugI; Stancgiardu C(t)l:'f
t{los, ng)]: Madras Drugs Rules, Therapeutic Substances act, the British &
->. Fharmacopoeias. As has already been pointed out, with the enforce-

pr s10ons Of n p
ment oi ﬂle OVISs10 I dlaﬂ Ihar acopoeia these al]oﬂlahes Would
m

ENCLOSURE K
No. F. 1-28/55-D

GOVERNMENT OF INDIA
MINISTRY OF HEALTH

New Delhi-2, the 20th June, 1957.
FroM

Shri D. J. Balaraj, .A.S.,
Deputy Secretary to the Government of India.

To

The Secretary, "
Drugs Technical Advisory Board,

C/o Directorate General of Health s
New Delhi.’ ealth Services.

SUBJECT : —Drugs Rules 1945—A mendment of item 5 of Schedule K.
SIR,

With reference to the correspondence ending with your lette
/54/5-DAB, date_d the 28th January, 1955, I a%n direc};ed to sary I\tll?z;tstllmg
matter was considered by the Board at their meeting held on the 25th
February, 1955, vide a copy of the minutes attached. The views of the
Board were communicated” to the then ten Part A State Governments
Seven State Governments viz., Bihar, Madhya Pradesh, West Benegal, Assam,
Madras, Orlssa~ and Andhra replied that they were against the propose&
amendment to item 5 of Schedule K. After further consideration the matter
was placed before the Drugs Consulative Committee. The Committee held
its meetings on the 7th and 8th March, 1957. A copy of the Committee’s
recommendations is attached. The Government of India propose to split
the entry at item 5 of Schedule K into two entries i.e., 5 and 5-A in the
manner indicated in the attached statement. I am to request that the matter
may kindly be placed before the Board and their views may be communi-

<cated to this Ministry in due course.

Yours faithfully.
(Sd.) D. J. BaLray,
Deputy Secretary.

‘may. not secure sale licences
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Recommendations of the Drugs Consultative Committee

“The Committee decided to recommend to the Government that 111%
extent of exemption provided for hospitals and dispensaries in item 5 o

ised so as to lay down that though such institutions
e o e Tizone Sunder they Drugs Rules, they should -comply

i isi d the rules
with all other provisions of Chapter 1V of the Drugs Act and |
thereunder. Drugs Inspectors should be enabled to carry out inspection
of the stocks of drugs stocked by hospitals and dispensaries, check storage

conditions and take samples of drugs for test. The hospitals and dispen-

saries need not however be required to maintain registers and records as

required by Rule 65 of the Drugs Rules”.

Items 5 and 5-A of Schedule K

Class of Drugs Extent and Conditions of Exemption
All the provisions of Chapter IV _of the
Act and the Rules t}}crcunder, sufbject dtp
i drug specified in Sche- the c0nditi_ops that, in the case of a medi-
:illclilet (g asﬁgpllgzg Sll;))y a registered cine containing a substance specified in
med cal practitioner at the request Schedule E.

! t h practitioner if it is . )
Syiei?:ll};e;::;argé wlith reference (a) the medicine shall be labelled with
‘io the condition and for the use of the name and'a.ddrcss of the r?gxstcrcgj
an individual patient provided the medical-practitioner by whom it is suppli-

registered medical practitioner is ed;

t keeping an open shop, or . o . .
?g) se(lagng a?:rogs the cgﬁnt:r, (g' (c) (b) 1tf lhe't n;:tdl'ici’r:clal}s)cfﬂ;dcﬁi;ntalllc 3%;;35
L 1 i rtation, manu- cation, it shall be th rd
;z:::gti%:ddfigl:?;uxgz)goot?ale of drugs ““Poison”’, **For cxte.mal use onl?' , or, if it
in India to a degree which render is for internal use with the dose:

im li e provision of Chap- . .
?;n ]Il\/a'blgft(:l:t:l Kct and the rules (c) the mname of the medm'nﬁ or ":_'gtl:::
thereunder. dients of the preparation and the quantities

thereof, the dosz prescribed, the name of
the patient & the date of supply and the
name of the person who gave the prescrip-
tion shall be entered at the time of sup-
ply in a register to be maintained for the

purpose;
(d) the eatry in the register shall be givan

2 number and that number shall be enter-
ed on the lable of the container;

5. Drugs supplied by a registered me-
dical practitioner to his own pa-

() the reg'ster and the prescriptions, if
any, on which the med'cines are issued,
shall be preserved for not less than two
vears [rom the date of the last entry in the
}cgister or the date of the prescription as
the ca e may be.

5-A. Drugs supplied by a hospital or The' provisions of Chapter IV of the

dispensary maintained or suppor- Act and the Rules thereunder which re-
ted by Government or a local body quire them to be covered bv a sale licence
or by charity or voluntary subscri- subject to the following condit.ons:—
tion.

(1) the dispensing and supply of drugs
shall be carried out by or under the super-
vision of a qualified person;
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Class of Drugs Extent and Conditions of Exemption
(2) the premises where dru i
' s s are suppl

(ll)l stocked shall be opcng to ins;ggtilgrcll

y an Inspector  appointed under the

Drugs Act wh i
: 0 can, if neces
sample for test; ’ ssary, take

(3) the drugs shall be st )
per storage conditions; GHHl ader pro-

(4) condition i :
complied wit?l.um:lCr S s

ENCLOSURE L

No. F. 1-35/57-D
GOVERNMENT OF INDIA
MINISTRY OF HEALTH
Feon New Delhi-2. the 24th !un_e, 1957.
Shri P. M. Nabar, ‘
Officer on Special Duty, .
To ;

The Secretary,
g/rggls) Technical Advisory Board,
S D1;;3}<l:it.or:sue General of Health Services.

§UBJECT :—Drugs Rules 1945—Amendment of Schedule K.
IR,

I am directed to say that the definition of the term ‘drug’ in the Drugs

Act, 1940, was amplified by the Dru
1 W ] gs (Amendmen

151:]:1};/ 1:5(;?g[qgje's,_ as may be notified by the Centralt)G[;\C/é}nlrggrsli tgcgovgr
1-?0/56-D ld eCc]ltlQH was issued on the 20th October, 1956 under NoorF-
fo a;: a‘lgng ,Pyrethrum and its formulations and DDT and its
et L ‘Egg. ;rhe result of this Notification has been that these:
gl a“g hrug would be subject to the same conditions as are
L g s ungzrerlhcérul%sruwz.,Athey can be manufactured against a li-
have sale licences under the Drl%;s Acctt BHG S ooy by fhies At wlo

2

conside}';t}tl)(lac tr}?'?rijsr;'prese'med that after the issue of the above Notification

etiminad by t‘ha .D]p will be caused to the consumers. This matter was

the 7th and 8th Mande 190y hative Commitice at their meeting held on

of e mimmics of thrc. » 1957. The Committee recommended vide para 16

tute 558 Sandiocs e%r meeting (copy attached) that whereas the manufac-

their sale should BQO such insecticides should be controlled rigorousl
¢ exempted from the requirement of sale licence undg’;

P oAy s
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the Drugs Rules. The Committee desired that suitable exemption may be
provided in the Drugs Rules. It is accordingly proposed to amend Schedule
K of the Drugs Rules as follows: —

I1. Insecticides and formulations of The provisions of Chapters IV of the Act
and the Rules thereunder which require

insecticides. W
them to be covered by salelicence.

the matter may kindly be placed before the

It is requested that § :
Board and the views may be communicated to

Drugs Technical Advisory
this Ministry in due course.
Yours faithfully,

(Sd.) P. M. NABAR,

Officer on Special Duty.

Minutes of the Fourth Meeting of the Drugs Consultative Committee held
on the 7th & 8th March 1957

16. The Committee recommended that insecticides and formulations of

insecticides should be exempted from the necessity of being sold by only
dealers who hold sale licences under the Drugs Act and that suitable exem-
ption for this ‘purpose should be provided in the Schedule to the Drugs
Rules. The manufacture and standards of such insecticides should, however,

be controlled rigorously.

ENCLOSURE M

No. F. 1-36/57-D

GOVERNMENT OF INDIA

MINISTRY OF HEALTH
New Delhi-2, the 24th June, 1957.

FrOM
Shri P. M. Nabar,
Officer on Special Duty.

To

The Secretary,
Drugs Technical Advisory Board,
C/o Directorate General of Health Services.

New Delhi.
SUBIECT :—Drugs Rules, 1945—Restricted Lice

posal that such licences should be confine
fied classes of household remedies.

nces for sale of drugs—Pro-
d to only certain speci-

SIR, .
on the 7th and 8th March, 1957, the Drugs Consul-

s considered the question of grant of
1945. In accordance with the

At their meeting :
tative Committee among other thing
restricted licences under the Drugs Rules,
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existing Drugs Rules restricted licences can be granted to those drugs sale
of which do not require the supervision of a qualified person. Thus the
range of items that could be sold against such restricted licences is wide
enough to cover spirituous preparations etc., though the intention was that
such licences should cover only common household remedies. For the pur-

pose of rectifying this discrepancy, the Drugs Consultative Committee re- -

commended vide para. 14 of their minutes of the meeti
1 ) eting (copy enclosed
that suitable amendments may be made in the licence formsp}e/md in thc)e

Drugs U]es SO as to strict € SC pe Of restricte 1icence O on y ouse-
d S S

2. It will, therefore, be necessar

2. 1, 2 ) y to amend the Drugs Rules. 194
gs indicated in the attached list. I am to request that the matter may kindf)’/
e placed before the Drugs Technical Advisory Board and their views ma
kindly be communicated to this Ministry in due course. Y

Yours faithfully,

(Sd) P. M. NaBAR,
Officer on Special Duty.

Minutes of the Fourth Meeting of the D i i
rugs Consultative Committ 1
on 7th & 8th March, 1957 ’ ot

14. The Committee recommended that:—

(a) Restricted licences should be issued onl

5 y to cover the sale of house-
]}3old remedies and not other drugs such as tinctures. antibiotics etc. Such
licences can be granted to parties which do not normally deal in drugs alone,

(b) Itinerant vendor licences should be i .
2 granted only in sparsel ula-
ted areas where normal channels of distribution of drugs are not Zv)pg?zﬁive,

(c) Distribution of drugs through mobile van
intinerant vendor licences, - ¢ S may be covered by

(d) Itinerant vendor licences should not be granted to indivi
hawking drugs from door to door, and £ d to individuals for

(e) The licences forms in respect of restricted licence

: ) s should be chang-
ed so as to make it possible for the licensing authority to indicate the pa%-
ticular category of drugs which could be sold by the licensee.

Amendments in the Drugs Rules

i (2 In rule 61, after sub-rule (1), the following proviso shall be added,

“Provided that a Iicepce in form 20-A shall be valid for only such
drugs as are specified in the licence”.

o .9) In rule 61, after sub-rule (2), the following proviso shall be added.

“Provided that a licence in form 21-A shall be valid f
: 2 or onl g
as are specified in the licence”. e

(¢) In form 19-A, para 3 may be substituted by : —
3. Names or classes of drugs proposed to be sold™.

b MR (o Ak e
e G g ¥ e,

i
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(d) Para 1 of form 20-A may be substituted by the following: —

] PR is hereby licensed to sell, stock or exhibit for sale or distribute
on the premises situated at/as vendor in the area......... the following
drugs, being drugs other than these specified in Schedules C and
C(1) of the Drugs Rules 1945 subject to the . conditions specified
below and to the provisions of the Drugs Act, 1940 and the rules

thereunder.” ?
(e) Para 1 of form 21-A may be substituted by the following : —

o3 [ is hereby licensed to sell, stock and exhibit for sale and dis-
tribute by retail on the premises situated at/as vendor in the area
......... the following drugs, being drugs other than those specified
‘in Schedules C&C(1) to the Drugs Rules, 1945, subject to the con-
ditions specified below and to the provisions of the Drugs Act,
1940, and the rules thereunder.”

ENCLOSURE N

No. F. 1:34/57.D ’ -
GOVERNMENT OF INDIA

MINISTRY OF HEALTH _

’ New Delhi-2, the 24th June, 1957.

FroMm

Shri D. J. Balaraj, 1.AS.,
Deputy Secretary to the Government.

The Secretary,

Drugs Technical Advisory Board,

C/o Directorate General of Health Services,
New Delhi.

SuBJECT : —Repacking of a'rugs—Special provisions of licences under the
Drugs Rules.

Sir,

1 am directed to say that at the fourth meeting of the Drugs Consulta-
tive Committee held on the 7th and 8th March, 1957, the question arose
whether the conditions for the grant of licences to simple repackers should
be made the same as those now prescribed for regular manufacturers. The
Committee decided that the pre-requisite conditions for the grant of licences
to cover repacking activities need not be stringent in respect of competent
technical personnel, accommodation, equipment etc., as in the case of ma-
nufacturers and the licence fees for such licences may be reduced suitably.
Accordingly the Committee recommended that separate application and
licence forms should be introduced for “repacking” licences and the con-
sequential changes made in the Drugs Rules. In this connection para 32 of
the minutes of the meeting of the Committee are attached.
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5 After examining the matter the Government of India are of the view
that the recommendations of the Drugs Consultative Committee may be ac-
cepted. It is, therefore, proposed to amend the Drugs Rules, 1945 in the man-
ner indicated in the attached list. I am to request that the matter may
kindly be placed before the Drugs Technical Advisory Board and their

_view may be communicated to this Ministry in due course. ’ .

Yours faithfully,
(Sd.) D. J. BaLRA7,
Deputy Secretary.

Minutes of the Fourth Meeting of the Drugs Consultative Committee held
on 7th & 8th March, 1957

32. Consequent on the introduction of the definition for the term “ma-
nufacture” in the Drugs Act which includes within its scope repacking
activities, the question arose whether the conditions for the grant of licences
to simple repackers should be made the same as these now prescribed for
regular manufacturers in the Drugs Rules. The Committee decided that
the pre-requisite conditions for the grant of licences to cover repacking acti-
vities need not be strigent in respect of competent technical personnel, ac-
.commodation, equipment etc., as in the case of manufacturers and the li-
cence fees for such licences may be reduced suitably. The Commitee recom-
-mended that separate application and licence forms should be introduced
for “repacking” licences and the consequential changes made in the Drugs
Rules.

Proposed Amendments to Drugs Rules

(A) A new Rule 69(B) reading as follows may be introduced : —
69(B) “Licences for repacking for sale or distribution of drugs”.

1. Application for the grant or renewal of licences for repacking fot
-sale or distribution of drugs shall be made to the Licensing Authority in
Form 24-B and shall be accompanied by a fee of Rs. 40.

2. The Licensing Authority shall, before the grant of a licence for re-
packing, satisfy himself that the repacking operations will be carried out
under sanitary conditions and under the supervision of a competent person,
that adequate equipment is provided and that the licensee has arrangements
to test the drugs for which the application is made either in his own pre-
‘mises or elsewhere.

(B) A new Rule 70(B) reading as follows may be introduced : —
70(B) “Form of licence to repack for sale or distribution of drugs”.
A licence to repack for sale or distribution of drugs shall be issued in

Form 25-B and shall apply only to these items which are specified in the
licence.

o s B = i S A A o
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(c) The following new forms may be introduced in Schedule A to the
Drugs Rules: —
Form 24-B

(See rule 69-B)

Application for grant or renewal of a licence to repack for sale or distri-
bution of drugs.

1. I/We............ OF ossanswans s hereby apply for grant/renewal of licence
to repack the following drugs at the premises situated at............

2. Name of drugs............
3. Name, qualification and experience of competent staff...............
" 4. Details of arrangements for testing of drugs.

5. A fee of Rs. 40 has been credited to Government under the head
of account............ .

Signature of Applicant.
Date :
ForMm 25-B

(See rule 70-B)
Licence to repack for sale or distribution of drugs.

1. Number of licence and date Of ISSUE..........coivimiiimiimmmminieneeee

e Of.coasnasaunsons is hereby granted a_licence to repack the
following drugs for sale or distribution on the premises situated at............
unider the supervision of the following staff.

(a) Names of drugs.
(b) Details of competent staff.

3. The licence shall be in force for a period of 2 years from the date
of issue.

4. The licence authorizes the sale by way of wholesale dealing by the
licensee and storage for sale by the licensee of the drugs repacked undef
the licence subject to conditions applicable to licences for sale.

i i j ition d to such
5. The licence is subject to the conditions stated below and t
other conditions as may be specified in the Rules for the time being in force

under the Drugs Act, 1940.

SIQNAIUTE. ......oovvvineriniiinninninnees

Date : Designation................ exasvene
Conditions :—

is li i i 11 be kept

_ This licence and any certificate of renewal in force sha

! on the approved premises and shall be produced at the request
of an Inspector appointed under the Drugs Act, 1940.
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2. Any change in the expert staff named in the licence shall be forth-

with reported to the licensing Authority.

3. If the licensee wants to repack for sale additional drugs he should
apply to the licensing Authority for the necessary endorsement
to this licence. This licence will be deemed to extend to the cate-
gories of drugs so endorsed. -

4. The drugs repacked under this licence shall bear on their label
apart from other particulars required by these Rules, the name
and address of the licensee who will be held responsible for the
quality of the drugs.

ENCLOSURE O
No. F. 1-33/57-D

GOVERNMENT OF INDIA
MINISTRY OF HEALTH
New Delhi-2, dated the 21st June, 1957.

From

Shri D. J. Balaraj I.A.S.,
Deputy Secretary to the Government of India.

To
All State Governments and Union Territories.

SUBJECT :—Drugs Rules, 1945—Standards for Pencillin Procaine Alumi-

- nium Monostearate.

SIR,

I am directed to say that the standards for Penicillin Procaine with
Aluminium Mor}ostearate (P.A.M.) are available in U.S.P. XV. Since U.S.P.
XV is a prescribed pharmacopoeia under the Drugs Act. 1940, this drug
would be of ‘standard quality’ if it conforms to the standards laid down
in U.S.P. The World Health Organisation has, however, approved of this
drug as a drug of choice in the treatment of veneral diseases and has laid
down additional standards for the quality and purity. A copy of the Orga-
nisation’s Standards for P.A.M. is attached.

2. Since P.A.M. is used on a large scale in India in the mass V. D.
Control campaign, it is essential that the P.A.M. available in the market
whether imported or manufactured in the country, should conform to the
standards laid down for it by the World Health Organisation. This will en-
sure success of the V. D. Control campaign.

3. In accordance with Rule 111 of Drugs Rules, 1945, every substance
specified in Schedules C and C(1) intended for sale shall conform with the
standards of strength, quality and purity specified in the said Rules and
Schedule F. The Government of India, therefore, propose that additional
standards for P.A.M. may be incorporated in Schedule F of the Drugs
Rules, 1945. It is requested that your views in the matter may kindly be
communicated to this Ministry at an early date.

Yours faithfully,
(8d) X X X,
Deputy Secretary.
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No. 1-33/57-D

Copy, with a copy of the enclosures forwarded to the Secretary, D.T.
A.B., C/o Directorate General of Health Services, New Delhi. It is request-
ed that the matter may kindly be placed before the D.T.A.B. and the views
of the Board may kindly be communicated to this Ministry in due course.

Cop)'/ forwarded for information to the Director General of Health
Services -with reference to his U.O. No. 8-14/57-D, dated the 10th June, -
1957.

(By order),
Sd) X X X,

Section Officer.

CoprY OF ANNEX. 5 oF THE W.H.O. TEcHNICAL REPORT SERIES No. 63.

. Monograph on Oily Injection of Procaine Benzylpenicillin
Oily injection of procaine benzylpenicillin is a sterile suspension of
procaine benzylpenicillin in a suitable oil containing 2% w/v of aluminium
monostearate. It contains not less than 90% of the number of International
Units of penicillin stated on the label.

Consistence—Passes readily through a hypodermic needle of - internal

diameter 0-895—0-905 mm at 25°C.

Particle Size—The diameter of not less than 65% of the particles
does not exceed 5 u. J

Stability.—When shaken by hand it forms a suspension which is stable
for 48 hours at 37°C; if any separation takes place during this time, the
thickness of the oily layer should not be greater than 3 mm.

Water—Not more than 1-49..

Sterility.—After the addition of a quantity of solution of penicillinase R
or other suitable inactivating agent adequate to ensure complete inactivation
of the penicillin present, complies with the tests for sterility.

Blood-Level Duration—When determined as described in the Appendix,
a quantity equivalent to 300,000 International Units of penicillin produces
blood-serum levels at 72 hours of not less than 0-03 International Units
per ml in not less than half the number of subjects used.

stated under

Other Requirements—Complies with the requirements
“Injections”.

Assay—The potency is determined by the method required by the law
of the country concerned; a suitable method is included in the Appendix.

Storage —Oily injection of procaine benzylpenicillin. should be stored
in a cool place, but not in a refrigerator,
6—! M of Health/58 (18th Meeting)
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Labelling—The label on the container must state; (1) the name of the
injection, (2) the number of International Units in 1 ml; (3) “For intramu-
scular use only”.

When oily injection of procaine benzylpenicillin is prescribed, no stren-
gth being stated, oily injection of procaine benzylpenicillin containing 300.000
International Units per ml. shall be dispensed.

APPENDIX

BLOOD-LEVEL DURATION TEST

. 1. The Test.—Ten or more persons in good health and weighing bet-
ween 60 and 90 kg who have not taken penicillin or similar antibiotics in
any form during the previous seven days are selected as test subjects. Each
subject is injected with a quantity of the oily injection of procaine benzyl-
penicillin under the test equivalent to 300,000 International Units of peni-
cillin. A'5 ml sample of venous blood is withdrawn 72 hours after the in-
jection, and if desirable, at other times during the test period; the subject
should receive no other antibiotic during this period. The blood is allowed
to clot, and the serum is separated by centrifuging and transferred imme-
diately to a sterile tube. If it is not to be tested on the same day, the serum
is frozen at—20°C or below and stored frozen. The penicillin content of the
samples of serum is determined as described below :

- 2. The Blood Serum Assay (Sarcina Lutea Method).—The antibiotic
potency of a sample of serum presumed to contain penicillin is determined
by comparing the volumes of it required to inhibit the growth of a standard
strain of Sarcina Lutea with the quantities of a standard preparation of
penicillin required to produce the same degrees of inhibition. :

International Standard Preparation and Unit :

Working standard solution—To about 0-015 g of the International
Standard preparation of penicillin, accurately weighed in an atmosphere of
50% relative humidity or less, sterile 1% phosphate buffer, pH 60 is added
to make a stock solution containing 06 mg per ml. (1,000 International Unit
per ml). This solution is kept at a temperature of about 10°C and used for
two days only. On the day of the assay, this stock solution is diluted to 1-0
International Unit per ml. using the above-mentioned buffer. Working dilu-
tions of the latter solution are prepared using as the diluent boving albumin
TS which. before use, has been filtered through a bacteria-proof filter and
tested on plates for inhibition of Sarcina lutea under the conditions outlined

below. Bovine albumin TS which shows inhibition under these conditions
should not be used.

Preparations of serum samples.—Serum samples expected to contain
not more than 04 International Unit per ml need not be diluted. Samples
expected to have a potency greater than 0-4 International Unit per ml should
be diluted to about 01 International Unit per ml with bovine albumia TS
known to have not anti-biotic activity.

Suggested Method —The geneal procedure described under “Biological
Assay of Penicillin® is applied with the specific changes set forth below.

e e
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Media—Nutrient agar for the base layer and for carrying the test or-

: ganism is prepared as follows : —

Peptone 60 g.
Pancreatic casein digest 40 g.
Yeast extract 30 g.
Beef Extract 1-5 g.
Glucose R 10 g.
Agar R 150 g.
Water, sufficient to produce 1,000 ml.

The reaction is adjusted so that the pH is 69 to 7-0 after autoclaving.
at 121° for 20 minutes.

Agar for the inoculated layer is prepared as above but omitting the
pancreatic digest of casein and adjusting the reaction so that the pH is
65 to 66 after autoclaving. .

Nutrient broth for preparing an inoculum of the test organism is
pared as follows:—

pre-

Peptone 50 g
Yeast Extract 15 g
Beef Extract 1-5 8.
Sodium chloride R 35 g
Glucose R 1-0 g.
Dibasic potassium phosphate R 3-68 g.
Monobasic potassium phosphate R 132 g.
Water, sufficient to produce 1,000 ml.

The reaction is adjsted so that the pH is 69 to 7-0 after autoclaving

Instead of preparing the media from the individual ingredients specifi-
ed, they may be prepared from a dehydrated mixture which, when recon-
stituted with water, has the specified composition. Minor modifications of
the individual ingredients specified are permissible if the resulting media
passes growth promoting properties at least equal to the media described.

Preparation of bulk culture suspension—The test organism is Sarcina
Lutea é)P.C.I. 1061 and American Type C}xlture Collection '9341). The
test organism is maintained on slants of nutrient agar as described for the
base layer and transferred to a fresh agarslant once a week. A suspension
of the test organism is prepared as follows : An agar plant is streukf:d hea-
vily with the test organism and incubated for 24 hours at 26°C. The" growth
is washed off with 3-0 ml of nutrient broth. The suspension so obtained is
used to inoculate the surface of a Roux bottle containing 300 ml. of this
nutrient agar. The suspension is spread over the entire surface »thh the aid
of sterile glass-beads. The bottle is incubated for 24 }}ours at 20°C. Growth
is washed from the agar surface with 15 ml of nutrient broth prepared as
described. The density of organisms in this bulk suspension is tested by
_diluting I part with 9 parts of nutrient broth, and measuring the light trar;ls-
mission at about 650 mu in a suitable photo electric colorimeter. I ‘t e
flight transmission is about 10% of that of sterile nutrient broth similarly
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treated, the bulk suspension is satisfactory for use. Otherwise, the bulk sus-
pension is adjusted by dilupion so that a 10% dilution of the adjusted sus-
pension gives about 10% light transmission. The bulk suspension, adjusted
by dilution if necessary, may be used for at least two weeks.

Preparation of plates—On the day of the assay, 10 ml of base layer
agar medium is added to Petri Plates (20mm X 100mm). The agar is distri-
buted evenly in the plates and allowed to harden.

0-4 ml of bulk culture suspension is added to 100 ml of the agar pre-
pared for the inoculated layer, previously melted and cooled to 40°C. The
culture and agar are thoroughly mixed and 4 ml are added to each of the
plates containing the 10 ml of the hardened uninoculated agar. The inocu-
lated agar is spread evenly over the surface by tilting the plates back and
forth. The plates are covered with procelain covers, glazed on the outside.

Standard cnurve and assay procedure.--Six cylinders are placed on the
inoculated agar surface so that they are at approximately 60° intervals on a
28 cm radius. One plate is used for each sample. Three cylinders on
each plate are filled with the 0-1 ml International Unit per ml dilution of
the International Standard Preparation, and three cylinders with the serum
sample under test, alternating standard and sample. The plates are incubated
for 16 to 18 hours at 26°C and the diameter of each zone of inhibition is
measured. At the same time, a standard curve is prepared using concentrations
of 0-03, 0-05, 0-10, 0-20, and 0-40 International Units per ml of the
International Standard Preparation in bovine albumin TS. Three plates are
used for the determination of each point on the curve, making a total of
15 plates. On each of three plates, three cylinders are filled with the 0-1
International Unit per ml dilution -of the the International Standards Pre-
paration, and the other three are filled with one of the five other diluted so-
lutions of the International Standard Preparation. After the plates have
been incubated the diameters of the zones of inhibition are read. Thus,
three will be 45 determinations at 0-1 International Unit and nine deter-
minations at each of the other points on the curve. The readings of 0-1 ml
International Unit per ml. concentration and the readings of the point test-
cd for each set of three plates are averaged and also all 45 readings of the
0-1 International Unit per ml concentration. The average of the 0-1
International Unit. per ml concentration is the correction point for the curve.
The average value obtained for each point is corrected to the figure it would
be of the 0-1 International Unit per ml readings for that set of three plates
were the same as the correction point. Thus, if the average of the 45 read-
ings of the O-1 International Unit concentration is 20°0 mm. and the
average of the 0°1 International Unit concentration of a given set of three
plates is 19-8 mm, the correction is 4+ 0-2 mm. If the average reading of
the 0- 05 International Unit concentration of these same three plates is 170
mm, the corrected value becomes 17-2 mm. The corrected values, includ-
ing the average of the 0-1 International Unit per ml concentration, are
plotted on 2 cycle semi-logarithmic graph paper, using the concentration in
International Units per ml as the ordinate (the logarithmic scale) and the
diameter of the zone of inhibition as the abscissa. The standard curve is
drawn through these points. To estimate the concentration of penicillin in
the sample, the zone readings of the International Standard and the zone
readings of the sample on the I plate used are averaged. If the sample gives
a larger average zone—a size than the average of the International Standard,
the difference between the two averages is added to the 0-1 International Unit
zone on the standard curve. If the average sample value is lower than the
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standard value, the difference between the average is substracted from the
01 International Unit value on the curve. From the curve are read the con-
centrations of penicillin, in International Units per ml. corresponding to

these corrected average zone sizes.

The letter “TS” (test solution) and “R” (reagent) refer to the solutions
and reagents listed in the Ph. L

ENCLOSURE P

s

No. F. 1-52/56-D
GOVERNMENT OF INDIA

MINISTRY OF HEALTH
New Delhi-2, the 26th June, 1957.

FroM

Shri P. M. Nabar,
Officer on Special Duty.

To

The Secretary, .
Drugs Technical Advisory Board,
C/o Directorate General of Health Services. .

New Delhi.

SUBJECT :—Drugs Rules, 1945—Recognition of preparations covered by ear-
lier editions of Pharmacopoeias—Amendment of the Schedule to

the Drugs Act, 1940.

SIR,

I am directed to refer to this Ministry’s endorsement No. F. 1-56/55-D,
dated the 23rd December, 1955, on the subject mentioned above, and to
say that the matter was placed before the Drugs Consultatlvp Committee
at their fourth meeting held on the 7th and 8th March, 1957 vide item 2 of
the agenda (copy attached). The committee reiterated their previous re-
commendations that the earlier editions of the prescribed pharmacopoeias
need not be recognised as “standards” under Rule 124 of the Drugs Ru_les
and that the present provision in the Schedule to Drugs Act recognising
the “Current edition” of the prescribed pharmacopoeias should continue
and also made the following further recommendations:—

(a) The Schedule to the Drugs Act may be amended so as to permit
Government Analysts to employ any tests to establish the identity,
purity and strength of the items wherever adequate tests were not
laid down for this purpose in the prescribed pharmacopoeias.

A provision may be made in the Drugs Act for approval by Cen-
tral Government of the formulae of patent and proprietary me-
dicines .before they are imported, manufactured or sold in order
to obviate the manufacture and sale of preparations of doubtful

mec\iicinal value.

(b

~
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2. It is requested that the matter may please be placed before the Drugs
Technical Advisory Board. The views of the Board may kindly be inti-
mated to this Ministry in due course

Yours faithfully,
(Sd.) P. M. NABAR,

Officer on Special Duty.

EXTRACT FROM THE MINUTES OF THE FOURTH MEETING OF THE DruGs
CoONSULTATIVE COMMITTEE HELD ON 7TH AND 8TH MARCH 1957.

Item 2 of the Agenda -

Examination of Rule 124 of the Drugs Rules vis-a-vis the enforcement
of the Drugs Act with particular reference to the recognition of earlier edi-
tions of the prescribed pharmacopoeias

3. Some of the members were of the view that the standards for most
of the preparations covered by the earlier editions of the pharmacopoeias,
especially the tinctures, and spirituous preparations were not adequate and
that as a resultsit was difficult to control such preparations from the quality
point of view. The States where prohibition is in force were particularly
faced with the problem_ of widespread sale of such tinctures which were
misused as substitutes for alcohol and for which no standards other than
alcohol content were specifically laid down in the earlier - pharmacopoeias.
If the earlier Pharmacopoeias were not recognised as “Standard”. it would
be possible to exercise over such spirituous preparation a greater measure
of control as patent or proprietary medicine. As against this view, it was
contended that several preparations in the latest edition of the pharmaco-
poeias, particularly the tinctures etc., did not have adequate standards and
that consequently the whole question should be viewed nor from the "~ pro-
hibition angle but from the point of view of laying down comprehensive
standards for these items.

4. After detailed discussion the Committee reiterated its decision
that the earlier editions of the prescribed pharmacopoeias need not be re-
cognised as “Standards” undet Rule 124 of the Drugs Rules and that the
present- provision in the Schedule to the Drugs Act recognising the “Cur-
rent editions” of the prescribed pharmacopoeias should continue. It was
at the same time considered by the Committee that several preparations
covered by the B.P., B.P.C., etc. did not have adequate standards. In the
interests of the Drugs Standard Control, the Committee felt that the Sche-
dule to the Act should be amended so as to permit Government Analysts
to employ and tests to establish the identity, purity and strength of the items
wherever adequate standards were nor laid down for this purpose in the
prescribed pharmacopoeias. The Committee further recommended that pro-
vision should be made in the Drugs Act for approval by Central Govern-
ment of the formulae of patent and proprietary medicines before they are
imported, manufactured or sold in order to obviate the manufacture and
sale of preparations of doubtful medicinal value. The Committee also re-
commended that the question whether the definition of the- term “patent or
proprietary medicine” in the Drugs Act requires to be amended should be
examined.
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ENCLOSURE Q
No. 1-38/57-D

GOVERNMENT OF INDIA
MINISTRY OF HEALTH

New Delhi-2, dated the 27th June, 1957.

FroM

Shri D. J. Balaraj, I. A. S, _
Deputy Secretary to the Government of India.

To

The Secretary, _
Drugs Technical Advisory Board, )
(/o Directorate General of Health Services,
New Delhi.
SUBJECT :—Drugs Rules, 1945—Amendment of Rule 65(9).

SIR,

I am directed to say that in accordance with the existing provisions of
sub-rule (9) of Rule 65 of Drugs Rules, 1945, “substances specified in Schg-
dule H and preparations containing such substances shall not be sold dy
retail except on and in accordance with a prescription of a registered medi-

- cal practitioner”. The State Drug Standard Control Authorities represented

at the fourth meeting of the Drugs Consultative Committee held on the 7th
and 8th March, 1957, that

o . . i ¢
Before action can be taken for the contravention of sub-rule (9) o
w eR;le 65, the Inspector has to prove that the drug was actually

sold.

i : i 1y sell
Often the seller gets ofl.on the plea that he did not actua
= thebdrugs and in the absence of cash memo it is difficult to prove

‘sale’.
S ati i ide para 31 of
2. The Drugs Consultative Committee recommended vide para

the minutes of their meeting (copy enclosed) that ths word “sold” in Ru1<=E
65(9) should be substituted by the word “supplied”. The Government o
India have examined the matter and it is proposed to amend the existing

Rule 65(9) so as to read as follows :—
“Substances specified in Schedule H and preparations contain-

i i tail except
ing such substances shall not be sold or supplied by re ;
ong and in accordance with a prescription of a registered medical

practitioner.”

i e i aced before the
3 It is requested that the matter may kindly be place {
Drugs Technicz?l Advisory Board and their views may be communicated to
this Ministry in due course.

Yours. faithfully,
(Sd.) D. J. BALARAJ, d

Deputy Sccretary.



Vaccine made

for labelling Cholera Vacci
down in Part I of Schedule
made by them need not be I
The matter was referred to
and Director, Central Drugs

ments and copies of their replies are attached.

Drugs Technical Adviso
to this Ministry in due course.
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EXTRACT FROM THE M

. INUTES OF THE 4TH MEE

5 = TIN 3 "
SULTATIVE COMMITTEE HELD ON THE 7TH AND 8TH Mfagf; T1H9ES7DRU(,S o

It was represented that the wordi
ente ! ing of Rule 65 4 ;
the onus of establishing the “sale” of Schedule H drégl ‘3/;11 Stlfg i}:ls;?cctt?)r[h"rf%\:

Committee recommended th
i o “suppljv:;(t:l”.he word “sold” in Rule 65(9) should be sub-

_ ENCLOSURE R
No. 1-37/57-D

GOVERNMENT OF INDIA
MINISTRY OF HEALTH

. New Delhi-2, the 27th June, 1957.
Shri D. J. Balaraj, 1.A.S.,
Deputy Secretary ‘to the Government of India

To .

The Secretary,
Drugs Technical Advisory Board,

C/o Di i
Néw Dléle}::it.orate General of Health Services,

SUBJECT :—Drugs Rules, 1945;
for labelling in Pa
cine.

Proposz'zl for the amend 3
) cndment of provisi
rt 1 of _Schedule F in respect of Cho’}era V(()lrcLf

SIR,

I am directed to say that th i i
. ec it the Director, Haffki
Cm-otrl;znp;;gquxsmns for labelling of Cholera Vaccine with the number of mi
S b;;e;ﬂtjéc.da(sj laid down in Part I of Schedule to the DrlrJT-
kst P r{/e suitably. The Haffkine Institute is at present ?s
e, Ehol a Vaccine in a liquid medium of Casein Hydrol mtd‘
e oy st e autolysis occurs and it is not possible to countythc %sa -
bga?ﬁzmé %ir_ c.c. of the vaccine. Nevertheless the Choi]cTz;
Vaccine made 'i¥1 the cgun:?; :xrslSt:st'gltf aqls aabS go(;)dTas Dhecton Hamrs
; 3 s road. i affki
Institute has proposed vide a copy of his letter attachegcthggreflggr})rg\zg}g::
r;:e with the number of micro-organisms as laid
abnllla)(/i be amended so that the Cholera Vaccine
o elled with the number of micro-organisms etc
e Director, Central Research Institute, Kasauli
Research Institute, Lucknow for th’eir com-

ne Institute has suggested

2. i
It is requested that the matter may kindly be placed before the

ry Board and their views may be communicated

Yours faithfully,

(Sd.) D. J. BaLARAJ,
Deputy Secretary.

SR
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CopPY OF OUR LETTER NoO. 16936 DATED THE 30TH May, 1955 ADDRESSED

TO THE SECRETARY, DRUGS TECHNICAL ADVISORY BoarRD, OFFICE OF THE

DIRECTOR GENERAL OF HEALTH SERVICES, GOVERNMENT OF IND1A, NEW
. -

" DELHL

We are at present preparing 4 new layout for our vaccine labels ac-
cording to the Drugs Control Act and I would like to invite your attention
to some difficulty met with in complying the provision of Rule No. 6 of
Schedule F, Part 1. Bombay Drug Rules, 1946.

According to the provisions of the rule the label on the container shall
indicate the composition of the Vaccine by reference either (a) to the num-
ber of micro-organisms per cc. or (b) to the weight of the substance of the
micro-organisms per cc or (¢) to the number of micro-organisms or the
dried substance of the micro-organisms used in preparing I cc of the finished
product. : )

You may be aware of the fact that this Institute prepared two vaccines
Anti-Plague Vaccine and Anti-Cholera Vaccine in a liquid medium namely
casein hydrolysate. The incubation period for the growth of plague in this
medium is 14 days and that for Cholera is 3 days. During such a long period
of incubation considerable autolysis of the organisms takes place in the cul-
ture medium. Specially in the case of cholera though the incubation period
is comparatively shorter the autolysis is very rapid and it is impossible to take
an accurate count of the number of organisms present in-a specifie volume of
the culture at the end of this incubation period. A rough estimate by haemo-
cytometer method shows this number to be between 3000-5000 millions per
c.c. but this excludes the large number of organisms that undergone the lysis.
Ordinarily the Anti-cholera agar vaccine contains 8.000 millions organism per
<c.

Though no count of the organisms is made for liquid vaccines we test
them by the mouse protection test.

This biological test has shown that our liquid medium vaccines is as
good as, if not superior to, any other agar vaccine produced in this as well as
in foreign countries. This also incidentally shows that the final count as ob-
tained in the case of our liquid vaccine has no correlation with the efficacy
of the vaccine.

For your information I may also state that this question was raised with
reference to the International Sanitary Regulations, when some countries de-
manded the numerical content of cholera vaccine on inoculation certificates
of International passengers and it has been accepted now by almost all coun-
tries that such a statement is not necessary. The W.H.O. expert committee
on epidemeology and quarantine has made no such recommendations re-

garding the statement of the numerical strength of cholera vaccine.

I. therefore, feel that provisions of the Rule 5 mentioned above can be
suitably modified in case of liquid vaccine and I have to request you there-
fore to move in the matter with a view to introduce the necessary amendments
in Drugs Rules. Appropriate State Drug Control authorities may also be in-
structed not to enforce the rule until this question is finally settled.

1 am confident that you will realise the technical difficulties involved
in meeting these provisions of the Drug Rules in the case of liquid vaccine,
and therefore initiate appropriate action in the matter as early as possible.

(Sd.) P. M. WAGLE,
M. D. D.p.H.

Director, Haffkine Institute.
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Copry OF LETTER NO. SV /20993 /A DATED T
; 3 HE 11TH AuGusT, 1956 FR
EHE DIRECTOR&ICENT)‘RAII.) RESEARCH INSTITUTE, P. O. KASAULI, TO THE DRU(()SLg
ONTROLLER (INDIA), DIRECT : < '
o ECTORATE GENERAL OF HEALTH SERVICES, NEW

SURJECT :f—Slzou«'m;; the number of micro-organisms of Cholera Vaccine per
c.c. on the label of the container as required under the provisions
of Schedule F to the Drugs Rules, 1945. : '

Please refer to your letter No, 8-40/56-D, dated 31-7-56. -

v C(}:?)(l)éga Vaccine prepared at this Institute is a killed suspension of
bR micioglgr(-)g\;?]is%‘s nutrient %sarhand is standardised to contain 8,000
ro- per c.c. We have no experience of the manufac,tur
gi’e;l;cp\l/ﬁc?ol;iv z;l)rrgptz;rec:hm 11)1.qu1d medium such as Casein hydrolysate. Thcc
y the Director, Haffkine Institute, Bombay, that i
; ‘ _ 1 3 consi-
ﬂgﬁzl;aeﬁtﬁlésﬁnﬁcfﬁarf glqngg the prolonged incubation of the );;rowth in the
L ) ! 1s does not permit the accurate estimation of bacte-
allzli]lec;):urg is \iagd to a certain extent. Under the provision of Rule 6 of Scht;
e éit}?ét : ombay Drugs Rules, option has been given to the manufac-
oo i E obstzltte in numerical figures the bacterial count or weight of
L, fu r;)a substance per cc of the vaccine on the label. It should be fea-
et opr the r_'nanufac_turgrs to estimate the. weight of the total bacterial con-
s lp),r )cc }in Ehe liquid vaccine and thus comply with the provisions of
3 brug,s L}xlh,. If these provisions are laxed or omitted 1 am afraid there
e no check over the quality of the vaccine so far the total bacterial
contents are concerned.

ol 'Slgwfarp(:;s&a t%rotecnon test has not been extended to any official recogni-
A ¢ potency figures will not convey much significance to the
t ; practitioner and Public Health Administrater, who is accustomed
o rely on the number -of bacteria per cc contained in the vaccine

B, g()rl)\jluil;aljjx-% No. DIR (3)/56-DC, DATED AUGUST 24. 1956 FROM

MANZIL B L IRECTOR, CENTRAL DRUG RESEARCH INSTITUTE, CHATTAR

(I' L ! UF‘KNOW TO SHRI P. M. NAMBAR. DRUGS : CONTROLLER
NDIA), DIRECTORATE GENERAL OF HEALTH SERVICES, NEW DELHI

e 311:?1]55 sorlrgysé could not reply to your D.O. letter No. 8-40/56-D, dated
el vaccine)}'{ regarding anti-cholera vaccine earlier. No standard for
cussed at lengztlli Zt?ttvbi/eoerr]ngé(t?ggls)yartxlc]le'tw.H.of' Indfiithﬁthis § o on e e
Ssea ] it was found difficult t -
tr;:;et tharégall’d bccaus; of the_ variations in the medium used ionktl}}lledr([)lzgu(f::é-
e Vac; é:.ra vaccine in d{ﬁerent centres of the world. In India, however,
e ;{e (1js sduch an important item that it was considered desi-
Eadt . 8 andards so that the materials prepared by different centres in
bacterial countwli}rlia/( S\lfanslﬁg?ia\lzztt:yinfr?hm Ibaclt‘Ch tghbatch. Ly ks it
: ! s > ¢ Indian Pharmacopoeia holds good f
3(\)/Slcgme[grol»rn in agar medium. The count. 8000 milIti)m organismg per c(c)f‘
naturally not be possible to get in a vaccine which is grown in Case-

in hydrolysate medium.
'

. hizmiislt)j:r?c‘[or" Haf’fkin_e Institute claims that the “Cholera Vaccine made

super‘ior - ute with Casein hydrolysate vaccine medium is as good, if not

compara.tiv(é :i?lgu;)éher ?ga{ grown vaccine...”. This is probably based on
{ ! protection test’. Though this m

py rote ay not have any correla-
on to human immunisation, there can be no objection to have this };s one of
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the standards for vaccine manufacture. The inability to express the vaccine
in terms of total cellular count (inclusive of lysed calls) shall not be draw-
back if the manufacturer is able to state on the label that the vaccine is as
good as any other agar grown vaccine with a organismal count of 8000 mi-
lion per cc. Experimental protocols in support of this may be made avail-
able to the Drugs Controller whenever required. 5

If we have to recognise the Haffkine made vaccine in casein hydrolysate
medium we have to alter the monograph in the Indian Pharmacopoeia. The
Director, Haffkine Institute may kindly be asked to supply you with the
standard protocols of mouse protection test niade on their vaccine. We
may consider this point carefully in an Expert Committee meeting and re- .
draft the monograph on cholera vaccine so that both types of vaccine can

be accepted as standard products.

If any further clarification is considered necessary, I shall be glad to
discuss the matter with you when 1 am in Delhi next.

With kind regards.

ENCLOSURE S

No. F. 1-39/57-D

GOVERNMENT OF INDIA

MINISTRY OF HEALTH
New Delhi-2, the 27th June, 1957.

From

Shri D. J. Balaraj, 1.A.S.,
Deputy Secretary to the Government of India.

To

The Secretary,
Drugs Technical Advisory Board,
C/o Directorate General of Health Services.

New Delhi.

s
SUBJECT :—Drugs Rules 1945—Draft standards for “Crude Liver Extract
for parenteral administration” for inclusion in Schedule F.

SIR,

I am directed to refer to this Ministry’s Notification No. F. 1-31/55-D,
dated the 10th September, 1955 (copy enclosed) and to say that comments.
received from the various parties on the draft standards for “Crude Liver
Extract for parenteral administration” to be included in Schedule F of Drugs
Rules, 1945, are attached herewith. It is requested that the matter may kind-
ly be placed before the Drugs Technical Advisory Board and their comments.
may kindly be communicated to this Ministry in due course.

Yours faithfully,
(Sd.) D. J. BALARAJ,
Deputy Secretary.
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{To be published in Part Il, Section A of the Gazette of India dated the 17th
September, 1955.)

No. F. 1-31/55-D

GOVERNMENT OF INDIA
MINISTRY OF HEALTH -
New Delhi-2, the- 10th Septeniber, 1955.
* NOTIFICATION

The following ‘draft of a further amendment in th
) e f e Drugs Rule
ngvcllsl it 11s3 proposed to _make after consultation with the Dgrugs T:c’h:\?gasl
ade ogr oa/r\d in exercise of the powers conferred by Sections 12 and 33
of i cc): ?gs ct, 1940 (XXIII of 1940), is published as required by the said
ns, for the information of persons likely to be .affected thereby and

notice is gi i i i i i
g Ceggggr,thlagtsgt}e said draft will be taken into consideration after the

2. Any objections or suggestions which may be received from any person

with respect to the said draft, b i i i
b rE s ol o, efore the date so specified will be consider-

Draft Amendment

In Part IX of Schedule F to the said Rules after the entry “Any other

reparation i ini = i
gddgd n; mell; :fgm to be administered parenterally” the following shall be

A) LIVER : :
1R LIVER EXTRACT CRUDE FOR PARENTERAL ADMINIS-

‘CRUDE LIVER EXTRACT FOR PARENTERAL ADMINISTRATION

i W:Iit[ngog:xrctiil%r;.c—ti-gude :iyel_' extrhact for parenteral use is a sterile solution
: r containing that specific thermostable incipl
mamalian livers which increases the e
: number of red-blood-cor i
blood of persons suffering from macrocytic anaemias. i

The approximate antianaemia potenc i
) : ; ! y of Crude Liver extract f -
t:{:il(l:hus% is lc(zlxpressed In_terms of its cyanocobalamine (vitamin BlZgrcg‘;i:zt
i 313s ould be determined by the microbiological method using L leichma-
l and should be less than 2_micrograms of cyanocobalamine (vita
min B..) per ml. A suitable preservative shall be added. -

2. Proper name.—The pro ion is “Injecti
Crtle B r e proper name of the preparation is Injection of

3. Description.—A ish liquid whi i i
bidity or prec‘;pitate. brownish liquid which at times may show slight tur-

4. Test—(a) Reaction—As far a i
» -(a tion. s possible neutral
should the acidity be higher than that corresponding to plgng'o.

o l(bgoi’rotgi) ;()tl;;(és;).—atE\éggo.rate to dryness on a water bath, dry at 105°
. )° in a vacuum for 2 hours; 1 i i
and weight. The total solids should not be less than 15(:‘§,(;\?\/17Vz;. desiccater

in no case

"‘.

2
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(¢) Limits for proteins—The protein nitrogen should not exceed 0-08
per cent as determined by precipitating the proteins with an equal volume
of 10 per cent trichlor acetic acid and by estimating the nitrogen content of
the precipitate by the micro-kjeldhal method.

(d) Absence of undue toxicity—The test should be performed on a
batch of 5 healthy white mice weighing between 17 and. 22 g. Interperitoneal
injection of the sample in dosage of 025 ml per 20 g. of mouse should
not cause death of any of the 5 mice tested within a period of 120 hours.
If any of the 5 mice dies, the test should be repeated and if there is no
mortality in the second batch of 5 mice within a period of 120 hours the
sample passes the test. .

(e) Sterility and pyrogen test—Complies with sterility and pyrogen
tests as laid down for parenterai products in' the B P.

(f) Potency—By the microbiological method speciiied below : —

MICROBIOLOGICAL ASSAY OF VITAMIN B.: ACTIVITY
TITRIMETRIC 'METHOD

Reagents and Apparatus :

1. Acid-hydrolvsed Casein Solution.—First prepare “Vitamin-frec”
casein in the following manner : Place in a flat bottomed flask or carboy 15
litres of distilled water and add with shaking 1Kc. of commercial casein
(fat content less than 19%) preventing the formation of lumps. Add 10 ml. of
I/N HCI. stir well and allow to stand one hour with occasional shaking.
Siphon off the supernatant. Repeat these operations twice more. Wash
one more with <distilied water by sedimentation and siphoning. Add 15
litres of distilled water and add with stirring 300 ml or more of I/N am-
monia till the mixture becomes a thin paste; decant off if any insoluble
impurities settle to the Bottom. Add-slowly with continuous stirring I/N HCI
until the casein coagulates (approximately pH 4:7). Allow the casein to
settle, siphon off the supernatant and wash once with distilled water. Strain
the casein through a clean muslin. Suspend the wet casein in 7 litres of
959, alcohol stir well for 1 hour and filter through muslin. Suspend the casein
in 7 litres of 95 per cent alcohol contained in a 15 litre round-bottomed
flask and boil the mixture gently under reflux for 1 hour.

Filter through a wide buchner funnel, wash with 1 litre of hot alcohol
and drain off all the alcohol. Spread the casein on a clean enamelled or
stainless-steel tray.and dry in a vacuum oven at a temperature not exceed-
.ing 50°. Alternatively dry the casein under a fan at room temperature
and complete the drying in a vacuum desiccator..

Prepare the acid-hydrolyzed casein in the following manner : Mix 100
g. of “vitamin-free” casein and 500 ml of approximately 6 N hydrochloric
acid (concentrated hydrochloric acid diluted with an equal volume of dis-
tilled water) in a litre flask and autoclave the mixture at 121° (15 lbs.
per square inch steam pressure) for 5 hours. Remove most of the hydro-
chloric acid by distillation under reduced pressure until a thick paste is
left behind. Dissolve the paste in 400 ml of distilled water and repeat
distillation under reduced pressure until a thick paste remains.

1. Dissolve the paste in about 800 ml of distilled water and adjust the
pH of the solution to 3-5 with 10 N sodium hydroxide. Make up the
vo'ume to 1 litre with distilled water. Decolorize the solution by stirring
with 20 g of activated charcoal for 1 hour; filter through a large fluted
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paper or by suction through a buchner funnel. Repeat the treatment with
activated charcoal and filration. Place the clear, almost colourless,
filtrate in flask stoppered bottle and store’ in a cool place with the addi-
tion of 5 ml of chloroform and a thin layer of toluene. On standing for
some days, a precipitate of tyrosine may appear; shake up the solution
before using. *

2. Cystine—Tryptophan Solution—Suspend 20 g of L-cystine and 100

g of L-trytophan (or 20 g of DL-tryptophan) in about 400“ml of distilled
water. Fleat the suspension to about 75° and add 209% hydrochloric
acid (1:1) dropwise with stirring until the amino acids are completely
dissolved. Cool and make up to 500 ml with distilled water. Store in
a cool place with the addition of a layer of toluene.

3. Tomato Juice Filtrate—Clarify 1000 ml of commercial canned
tomato juice filtration through a wide buchner funnel with the help of
8-0 g of an analytical grade filter aid. Adjust the pH of the clear filtrate
to 3-5 with dilute hydrochloric acid, mix it with 10 g of activated char-
coal and stir the mixture for half an hour. Filter through a layer of 4 ¢
of filter aid placed on a wide buchner funnel so that a clear, almost
colourless, filtrate is obtained. Store the filtrate under a thin layer of
toluene in a refrigerator.

4. Asparagine Solution—Dissolve 1-0 of L-asparagine in water and
make the volume to 100 ml. Store under toluene in a refrigerator.

5. Adenine-Guanine-Uracil Solution—Suspend 100 mg each of adenine
Sulphate (or adenine  hydrochloride), guanine hydrochloride  and
uracial jn 5 ml of N hydrochloric acid and dissolve by heating gently. Cool
and add water to make the volume 100 ml. Store under a layer of toluene
in a refrigerator.

6. Xanthine Solution—Suspend 100 mg of xanthine in 20 ml water,
heat the suspension to about 60° and add 3 ml of 109, (w/w) anmonia to
dissolve the xanthine. Cool and add water to make the volume 100 ml.
Store under a laycr of toluene in a refrigerator.

7. Biotin Stock Solution—Dissolve 10 mg. of D-biotin in 200 ml of
50 per cent g]cohol and preserve in a refrigerator.

8. Riboflavin-Thiamine-Biotin-Nicotinic Acid Solution.—Dissolve in 150
ml of 0-02N acetic acid, 5 mg of riboflavin, mg of thiamine hydrochloride,
and 10 mg of nicotinic acid; add 1 ml of biotin stock solution (Reagent
No. 7) and make up to 200 ml with 0:02 N acetic acid. Store under a
layer of toluene in a refrigerator for not more than two weeks.

9- D-Aminobenzoic
—Dissolve in 200 ml of 25 per cent alcohol, 10 mg of p. aminobenzoic acid,
20 mg of pyridoxine hydrochloride, 20 mg of pyridoxal hydrochloride and

4 mg of pyridoxamine dihydrochloride. Store in refrigerator for not more
than two weeks.

_1o. Calciz.m.r Pantothenate-Folic Acid Solution—Dissolve 5 mg. of folic
acid in the minimum volume of dilute ammonia and add it to a solution of
25 mg of calcium pantothenate in 500 ml of 25 per cent alcohol. . Store in
a refrigerator for not more than two weeks.

11. Salt Solution A.—Dissolve 5 g of K. H PO. and g of KH.
PO. in water dand make volume of 100 ml. Add a drop of concentrated
hydrochloric acid and store under a layer of toluene in a cool place.

AR S
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12. Salt Solution B.—Dissolve 20 g of magnesiunt sulphate (MgSO4
7H.0) 0:1 g of sodium chloride, and 0:1 g of ferrous sulphate  (FeSO.
7H20) 0-1 g of manganese sulphate (MgSO. H20O) in water and make up
volume to 100 ml. Add a drop of concentrated hydrochloric acid and
store uader a layer of toluene in a cool place.

13. Sorbitan Monooleate Derivative Sol:it.ion.—Dissblve ,10 g of pol-
yoxyethylene derivative of sorbitan monoleate in alcohol (95%,) to make a
volume of 100 ml store in a refrigerator.

4. Culture Medium—Dissolve 0-75 g of dried yeast extract, 075 g
of pelptog;. I g of anhydrous doxtrose and 02 g of KH. PO. in 50 ml of
water. Add 10 ml of tomato juice filtrate, prepared as described unde'rl 3
‘but omitting the treatment with activated charcoal, and 1 ml of sorbitan
mono-oleate derivative solution. Adjust pH of solution to 68 with dilute
sodium hydroxide and add water to make 100 ml Place 10 ‘rpl portion of
the solution in test tubes with lips, plug with cottg)n and sterilize the (ubes
by heating in an autoclave for 15 minutes at 121° (15 lbs. per square inch
of steam pressure). Cool the tubes rapidly and store in a refrigerator for
mnot more than one month.

15. Stock culture of Lactobacillus Leichmanii 313.—To 1_00 ml of
cuiture medium (Reagent No. 14) add 1-5 to 2-0'g of agar and dissolve the
agar by heating the mixture on a steam bath with stirring. While the
solution” is hot, transfer 10 ml portion of it to test tubes. Plug the tubis~
with cotton and sterilize by autoclaving at 15 lbs. steam pressure (121°)
for 15 minutes. Cool the tubes rapidly and store in refrigerator for not
more than one month. . -

Prepare stab cultures of Lactobacillus Leichmanil 313 in 2 or more
tubes. Incubate at 37° for 16 to 24 hours and store in refrigerator. Set
a side one tube as stock culture and use the others for transfer into inoculum
medium. From the stock culture prepare fresh subcultures every 2 or 3
days and do not use it for preparing the inoculum if the culture is more

than 4 days old.

16. Basal Medium Stock Solution.—

Reagent Reagent Quantity
No. -
. 1 Acid hydrolyzed casein solution 25 ml
2 Cystine-Tryptophan solution 25 ml
3 Tomato juice filtrate . 50 ml
4 Asparagine solution . . 5 . . s ; . . 5 ml
5 Adenine-Guanine-Uracil solution . 3 s . , 5 mi
- 6 Xanthine solution 5 : g 5 : . . : E 5 ml
7 Riboflavin-Thiamine-Biotin-Nicotinic acid solution g 10 ml
‘8 P-Aminobenazoic acid-Pyridoxine-Pyridoxal-Pyridoxamine solution . 10 ml
9 Ca-pantothenate-Folic acid solution . . . . . . 5 ml
10 Salt Solution A, . v 8 4 s g . 5 ml
11 Salt Solution B . i ‘ : 5 ; . ; ; : 5 ml
12 Sorbitan monooleate derivative solution 10 ml
13 Dextrose anhydrous . . : . : > . . ‘ 10g
14 Sodium acetate anhydrous . . . . : 5 . : 5g
(or Sodium acetate Crystalline 83 g)
1%, Ascorbic acid . . . . . . . : . g
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Dissolve the dextrose, sodium acetate and ascorbic acid in tomato
juice filtrate, add the remaining solutions and 50 ml of water adjust pH
to 6-0 with 1 N sodium hydroxide and finally add water to make the
solution 250 ml.

17. Suspension Medium.—Dilute 25 ml of basal medium stock solution
(reagent No. 16) with an equal volume of water, place 10 ml of the diluted
solution in each of 5 test tubes, plug the tubes and sterilize them as des-
cribed for culture medium (Reagent No. 14). Cool the tubes rapidly and
store in refrigerator for not more than 7 days. ’ ‘

18. Inoculum.—Make a transfer of a few cells of Lactobacillus leich-
anii 313 from a recent subculture into two sterilized tubes each containing
10 ml of culture medium (Reagent No. 14) and incubate for 16 to 24
hours at a temperature of 37°. Securely tie the plug to the tube by means
of a rubber band or piece of thread and centrifuge the culture till the cells
have settled to the bottom of the tube as a mat. Under aseptic conditions
decant off the supernatant fluid and suspend the cells in 10 ml of sterile
suspension medium (Reagent No. 17). Centrifuge again similarly, “and
decant off the supernatant. Repeat this treatment a third time. Finally sus-
pend the cells uniformly in 10 ml of sterile suspension medium (Reagent
No. 17) aseptically add a ml of the suspension to 10 ml of sterile suspen-
sion medium and mix well. The resulting cell suspension is the inoculum.

19. Standard Cyanocobalamin Stock Solution.—Accurately weight the
Cyanocobalamin. Reference Standard and dissolve in 25 per cent alcohol to.
yield a solution containing 0-1 microgram of cyanocobalamin per ml. Storc
in a refrigerator for not more than two months. ‘

20."Standard Cyanocobalamin  Solution—Dilute the Standard Cyano-
cobalamin Stock ‘Solution with water so that the dilute solution contains
0-02 milli-microgram of cyanocobalamin per ml. Prepare a fresh Standard
Solution for each assay. .

21. Test Solution of the Material to be Assaved—Weigh or measure
accurately a suitable amount of the material to be assayed and dissolve it
in water or dilute if necessary. Add dilute hydrochloric acid or dilute sodium
hydroxide to adjust the pH to 6°0 and add water to make a suitable
volume. If the solution contains insoluble matter, centrifuge and dilute the
clear supernatant with water so that the final solution contains the vitamin
B.. activity of approximately 0-02 milli-microgram of cyanocobalamin per
ml.

22. Test Tubes—Lipless hard glass test tubes 150 mm long and .19-20
mm in diameter are suitable.

The tubes may be arranged in metal racks each holding 6 X 6 tubes.
The tubes may be plugged with cotton or preferably be covered with glass
or aluminium caps. A single rust-free metal lid 35 to 80 mm deep cover-
ing all the tubes in the rack is also suitable.

Extreme care is necessary in cleaning the tubes since the growth of the
test organism may be appreciably stimulated by traces of vitamin B12
activity remaining in the tubes or inhibited by small amounts of the clean-
ing agent.

Assay Procedure

To triplicate test tubes add 0O ml. 0-5ml 1-0ml. 1-5ml,2-0ml 25
ml, 3-0 ml, 3:5ml. 4-0 ml. 4-5 ml and 50 ml respectively of the Standard
Cyanocobalamin Solution (Reagant No. 20). To each tube add 50 ml of
the basal medium stock solution (Reagent No. 16) and sufficient water to
make the solution 10 ml.
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To similar triplicate test tubes add 10 ml., 20 ml, 30 ml., and 40
ml. respectively of the test solution to be assayed (Reagent No. 21). To
each tube add 5-0 ml. of the basal medium stock solution (Reagent No. 16)
and sufficient water to make the solution 10 ml. .

Mix the contents well, cover the tubes suitably to prevent bacterial
contamination and sterilize the tubes by heating -for 5 minutes at 121° (15
Ibs. pressure) in an autoclave that has been preheated to this temperature.
Cool as rapidly as possible by carefully releasing the steam from the auto-
clave and placing the tubes in a shédllow tray containing cold water. When
all the tubes have come to the room temperature, aseptically inoculate each
tube with one drop of the inoculim (Reagent No. 18). Incubate the tubes
for 64 to 72 hours at any chosen temperature within the range 30°-37° but
Titrate the contents of each
tube with 0-1 N sodium hydroxide to pH. 70 electrometrically or using 0-1
per cent bromothymol blue as internal indicator to a green colour.

Reject the whole assay if the tubes are obviously contaminated with
another organism or if the blank tubes to which no Standard Cyanocobala-
min Solution was added give titration values exceeding 3 ml. of 0-1 N sodium
hydroxide.

Determine the average of the triplicate titration values for each level
of Standard and test sample used, discarding any value that does not lie
within the range 90 to 110 per cent of the mean of the remaining two values.
On a graph paper plot the average titration values expressed in ml.-of 0-1
N sodium hydroxide against the corresponding levels of Standard Cyano-
cobalamin Solution added. Draw a smooth curve to fit as many poiats
as possible. -

Making use of only that part of the standard curve corresponding
to the range 0-5 to 45 ml. of the Standard Cyanocobalamin Solution, deter-
mine by interpolation the vitamin B.. activity .per ml. of the test solution
for each level used. Strike a provisional average of the values and discard
any value that falls beyond the range 90 to 110 per cent of the provisional
average. At least three of the four assay values should remain; calculate
their mean value.

TURBIDIMETRIC METHOD

Reagent and Apparatus

With the exception of the following, all reagents and apparatus are the
same as described under “Titrimetric Method”.

20. Standard Cyanocobalamin Solution—Dilute the Standard cyanoco-
balamin stock solution with water so that the dilute solution contains 0-04
millimicrogram of cyanocobalamin per ml. Prepare a fresh standard
solution for each assay.

21. Test Solution of the material to be assayed —Proceed as described
for Reagent No. 21 under “Titrimetric Method” and prepare the final dilute
solution to contain the vitamin B.. activity of approximately 0°04 milli-
microgram of cyanocobalamin per ml. P

Assay Procedure
Proceed as described under “Titrimetric Method” except for the fol-
lowing deviations.

Include also two tubes as “uninoculated blanks” i.e., to which_ neither
standard cyanocobalamin solution, nor test solution, nor inoculum is added.

7—1 M. o. Health/58 (18th Meeting)
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Incubate all tubes for only 16 to 25 hours. Mix thoroughly the contents of
the “uninoculated blank” tubes, transfer the contents to the photoelectric co'o-
rimeter tube and adjust the transmittance at 640 ml. to 100 per cent.
Thoroughly mix the contents of each tube, transfer to the colorimeter tube
and record the transmittance reading. Avoid too vigorous a shaking since
this may entrap air bubbles and result in unduly high turbidity.

Calculation -

' Reject the whole dssay if the tubes are obviously contaminated with
another organism or if the_ blank tubes to which no standard cyanocobala-
min solution was added give transmittance values less than 80 per cent.

) On a graph paper plot the transmittance values against the correspond-
ing levels of standard cyanocobalamin solution added. Draw a smooth
curve to fit as many points as possible. Making use of only that part of the
standard curve corresponding to the range 05 to 45 ml. of the standard
cyanocobalamin solution, determine by interpolation the vitamin B.. acti-
vity per ml. of the test solution for each level used. Strike a provisional aver-
age of the values and discard any values falling beyond the range 90 to 110
per cent of the provisional average. At least 8 of the 12 assay values should
remain; calculate the potency from the average of these remaining values.

5. Container.—The containers should either be glass ampoules pro-
perly sealed to exclude contaminants: or where multiple dose§ are issued;
glass vials with proper type of rubber capping and seal. The containers
should conform to the tests for limit of alkalinity.

6. Storage.—Crude Liver Extract for parenteral use shall be stored in
a cool place protected from light.

. 7. Labelling.—The labc;l of the container should contain the following
in addition to any other particulars prescribed in these rules :—

(i) The amount of cyanocobolamine (Vitamin B..) per ml.  which
should not be less than 2 mcgm. in a single recommended dose.

(ii) The amount of raw liver processed to produce 1 ml. of the extract.

(iii) The date of expiration of potency which should be not later than
18 months from the date of manufacture.

(iv) A note on the storage instruction “Keep in a cool place, and pro-
tected from light”. '

(v) The name and quantity of the preservative, if any, added.

(Sd.) P. N. ANAND,
Under Secretary.

To

The Publisher,
Gazette of India,
NEW DELHI.

No. F. 1-3/55-D

Copy forwarded to the Director General of Health Servi i
: ces with re-
ference to his U. O. No. 8-1/55/24-D, dated the 26th July, 1955.
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Statement of comments received on the Draft Standards for Liver Extract.
Crude, for parenteral administration to be included in Schedule F to the
Drugs Rules.

Reference to thefDraft’stan-
dards published in Govt. of
Sl. | India, Ministry of Health
No. Notification No. F.Z1-32/55-
D., dated the 10th }Septem-

’ ber,i1955. :

Comments received.

(From Shri B. V. Patel).—The heading of the provisions
has been given as ‘“(A) Liver Extract, Crude, for paren-
teral administration”. While in the subsequent page
the description “Crude Liver Extract for parenteral
administration” has been used. Therefore, wherever
the words ‘“Crude Liver Extract for parenteral
administration” of the words “Crude Liver Extract”
are used, they should be substituted by the words
““Liver Extract, Crude, for parenteral administration” or by
the words “Liver Extract, Crude” as the case may be.

(From Dr. G. B. Ramasarma).—There is lack of agree-
ment between the following statements appearing under
(1) Introduction and (7) Labelling:

1 Introduction . .

Introduction Labelling

A suitable preservative shall The name and quamigf of
bé_added. the preservative added

....should not be less than
2 mcgm. per ml.

... .should not be less than 2
micrograms of Cyanoco-
balamin per ml.

Although it is not stated, the Central Drugs Labora-
tory will presumably maintain and supply the Cyano-
cobalamin Reference Standard Preparation.

(From Messrs. Bengal Chemical har | Works
Ltd.).—Whose observations are based on the activity of
L. leichmanii and who are of the opinion that A.T.C.C.
7830. L. Leichmanii 313 and L. Leichmanii A.T.C.C.
7830 are virtually the same.

1. The description—*‘Liver = Extract, Crude, for
parenteral administration” seems to be a more approp-
riate term than “Crude Liver Extract for parenteral
administration’’.

The potency should be expressed in terms of vitamin
Bi2 activity equivalent to micrgorams of cyanocobalamin
per ml. in view of the fact that mammalian livers contain
the vitamin predominantly in the hydroxy form.

2. 1 microgram and 2 micrograms per ml. of
Liver Extract, Crude, is official in the U. S.P.
and in view of the relative scarcity of pernicious
anaemia in our country, 1 microgram per ml. strength
may also be made official.
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3

1 2
2 Proper name .
3 Description

4 Tests

4(a) Reaction

4(b) Total solids

4(c) Limits for proteins

4(d) Absence of undue toxicity

(From Shri B. V. Patel).—The potency of Liver Ex-
tract, Crude, for parenteral use, is expressed in terms of
its  cyanocobalamine (Vitamin Bi2) content. It is
suggested that ‘the potency should be expressed in terms
of Vitamin Br2 activity and not cyanocobalamine, since
the liver extract also contains Hydroxycobalamine.

. .'Furthcr, U.S.P. XV accepts the Liver Extract con-
taining 1 or 2 microgram of Cyanocobalamine while
the draft Notification requires the liver extract to contain
not less than 2 microgram of cyanocobalamine. It is
suggested that this point needs re-consideration because
some papers have been published which indicate that the
Vitamin Bi2 activity decreases on storage. Therefore,
it may not be advisable to fix the standards on the Br2
activity which may be present at the time of manufacture.

Nil.

Nil.

Nil. _

[From M]ls. Lederle Laboratories (India) Ltd.].—We

" believe that the acidity as high as pH 45 could be al-

lowed without any deterioration of the product.

(From PAMDAL).—The minimum for total solids

has been set too high. If the percentage of solids is

higher than 10%, crude liver extract is likely to show
appreciable reactions and toxicity, in which, case it will
be difficult to conform to the proposed tests for toxicity.

The only authorities who at present list any standards
for the liver extract are the U.S.P. and the Canadian
Food and Drugs Regulations. Neither of these fix any
figure for total solids. If it is considered necessary to fix
a limit for solids, then this should not exceed 109, with
possibly a lower limit of 5%, It is suggested that the ap-
propriate portion of this Rule should read—

“The total solids should be not more than 10% weight
volume and not less than 5%”.

[From M]|s. Lederle Laboratories (India) Ltd.].—As far
as limits of total solids are concerned, we feel that lower
potency liver extracts will be able to meet this require-
ment. However, we have our doubts as to whether it
will be possible to meet 15%, limits of total solids in case
of high potency Crude Liver Extracts (i.c. 15 mcgm. and
20 mcgm, per cc, of B12). .

!

[From M|s. Lederle Laboratories (India) Ltd.].—Although
protein test is a desirable test and we would suggest
that it should be put in, we doubt if our Indian” Liver
Extracts” will be able to meet this requirement. We
agree that proteins must be completely removed, but
from experience we find that it is not always the case in
case of Indian Livers.

(From PAMDAL).—Albino rats weighing  between
120 and 140 gms. should be included in the test for Ab-
sence for Undue Toxicity along with or in place of Mice
Test and dosage described accordingly (o6 cc. intrave-
nously or 1°0 cc. intraperitoneally for 140 gms. body weight
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.4(c) Sterility and Pyrogen test .

may be selected). Mice are usually difficult to procure,
breed and rear up and much more expensive than albino

" rats. One of our member firms have found that albine

rats have been very satisfactory in determining toxicity
of liver extracts.

or Undue Presence of Ilistamine.—TNIS Spcoi-
ﬁcatiZ;jtsh{,ll]d be included and the upper limit of His-
tamine shonld he given as 10 mcg. per cc. of crude hvcx:
ctract, t0 be assayed biologically. (Ref. THE TESTING
SFANTIANAEMIC OPOTHERAPEUTIC EXTRACTS
Jean Cheymol, and Pierrm Blonde, Ann. Phare.
Franc., 6, 39, (1948), Chemical Abstracts, 42, 1948;

74928.)-

From Army Headguarters, MGO Branch).—In clause
4(e) (of the spyeciﬁcat‘lion it is stipulated that the B.P.
method should be followed in respect of this test. B.P.
and U.S.P. tests for freedom of pyrogen in parenteral
injections differ. Recently lot of work has been done
in U.K. on ‘Pyrogens’ which has been systematically
published in the journal of Pharmacy & Pharmacology
(Dare, J. Pharm. Pharmacol., 1953, 5. _528; and 1953,
5. 898 Symposium on Pyrogens Dare, J. Pharm. Phar-
macol, 1954, 6, 303). On the basis of salient recommen-
dations in these publications, we have collected a fair
amount of data on the requirements of Pyrogen test.
These requirements are briefly described below and it is
felt that these should be laid down for routine examination
of freedom of ‘Pyrogens’ in parenteral injections:

i) Selection of rabbits should be done prior to the

% test (B.P. does not specify this, while U.S.P.
lays down a very rigorous drill which is not
practicable during routine examination of
samples). Rabbits not falling within the tem-
perature range of 38-9 to 39°8 C should be dis-
carded.

.

(ii) At least two rcadings of rectal temperature at
45 mts. interval should be recorded before in-
jection on the day of test. The mean of
these readings should be regarded as the mean
pre-injection temperature. Subsequent to in-
Jection, temperature, should be recorded at
45 mts. interval for 3 hours and the maximum
recorded temperature should be compared with
the mean pre-injection temperature for esti-
mating a rise in temperature due to the injec-
tion.

(iii) Tt is not necessary to subject the test animals
to scvere restrictions before and during the
experiments. The rabbits in the colony should
be allowed to have normal dict; on the days of
selection and test, the animals should not be
allowed to have access to food. Tbere should,
however, be plentiful supply of water in cach cases
During temperature recording, the animals
need not be severely restricted, gentle holding
on the bench with hands has been found to
be satisfactory.
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4(f)

(iv) In case a sample fails to pass the test on theffirst
three rabbits, the test should be repeated on
another five rabbits (B.P. has not specified
repctition, while U.S.P. has stipulated repe-
tition); from our own data it would appear
that repetition on a set of another five rabbits
is necessary.

(v) The .quantity of liver extract to be injected per
:'jb:n; in terms of body weight and stipulation
tal s iluent if necessary, arc considered essen-
1al In the specification. This will be in con-
&)éﬁng txxth the pharmacopoeial procedure as

€ CO. i
Phamacologb&monly adopted practice by the

]l‘rom M]s. British Dry Houses (India) Ltd. -~ at
volume of liver extract hould comply with he B.P.
S ply

" (&rom the Director, K ing Institute, Guindy)—Since crude
ver extract is not administered by the intravenous
route, I feel that the Pyrogen test should not be
H}Slst(?d on. Such a preparation should be marked
or intramuscular use only—not for intravenous use”

& (Fr.ofn PAMDAL).—The pyrogen tested proposed is
at given in the B.P. One of our member firms
opines that this test if applied to liver extract would
¢ sO0 stringent that only very few preparations
would pass it. Amendment is suggested.

(From Shri B. V. Patel).—The draft notificati
: . 10n st

:252:; thelglcvladuct must comply for sterility and pyroagtce;
toue, }?sph::rmggggzefor parerﬁteraldproducts in B.P. The
! acopoeia 19 ays down g

Water for Injection’ and ‘?:%c dyose to bcpayti?noiixilstgigdfgg
c}?Ch rapl’nt Is a_quantity equivalent to 10 mls. per kg. of
the rabit’s weight. Liver extract cannot be administered
in such high doses to rabbits for the pyrogen test. It
would, therefore, be necessary to lay down the dc;sa
that should be administered for the pyrogen test. e

(#From M]s. Bengal Chemical & Pha i
rmaceutical
Ltd.).—The potency should be not less efhl;fl fgg’f

and 1 7
l:bel. 10t mmev than 150% of that stated on the

Whether both the titrimetri idi
metric and  t i

methods should be tried or any omne l::ikl)lldlsm;;:i’-ti“c

should be mentioned. i %

& (llfro{n Shri B. V. Patel).—It is necessary to lay down
g ¢ limits of potency. The limit of potency ~should
c stated as not less than 100 per cent and not mor
than 150 per cent of that stated on the label. 3

MICROBIOLOGICAL AssAy OF ViTamiN Br2 ACTIviry

Titrimetric Method

Reagents and Apparatus

) I(From Army Headquarters, MGO Branch).—The biolo
gica g§say specified in the specification is based on the
:?l::crz_lologrlcal estimation of Vitamin Bi2 content of

iver Extract; this gives onl i i

X nis Y an approximate esti-

mate of the antipernicious anaemia activli:)tl; of the pi't;-
paratien. The method of choice would be the one
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which estimates the haemopoictic activity of the test
substance in comparision with a standard preparation.
Based on the publication: ‘Effect of crystalline vitamin

" Bi2 on experimental anaemia in mice (Vijayaraghavan,
P. K. and Dunn, M. S., 1950 Proc., Soc., Expt., Biol. and
Med., 75), we are making efforts to establish a method for

" the Bio-assay of Liver Extracts, in which the criterion
for the antipernicious anaemia activity of the preparation
will be haemopoictic response in Laboratory animals
with experimental pernicious anaemia.

(From the Director, King Institute, Guindy).—Vitamin
Bz is relatively quite cheap and could be added to the
Liver Extract to suit the requirements of International
Regulations. The percentage of Vitamin Bre2 may
decrease on storage under certain conditions. It is,
therefore, felt that Liver Exiract should net be certified
as suitable for parenteral use by testing the same only
for its Vitamin Br2 contents, and without testing for its
haemopoietic effect on patient.

[From M]s. Lederle Laboratories (India) Ltd.].—As far
as microbiological assay procedure for B2 is concerned,
the proposed method gives titrimetric and turbidimetric
procedures. Since the titrimetric procedure seems to be
adopted from the turbidimetric procedure we are not
sure that it will work out properly. We feel very strongly

J that from a cortrol standpoint the turbidimetric proce-
dure is the one that has to be used since it is yery much
faster and accurate. We also feel that the method of
choice should be the one currently set ferth in the new
U.S.P. XV. In our opinion, this method will give consi-
derably better results than the one outlined in the draft
memorandum.

i Acid Hydrolysed Casein Nil.
Solution.

2 Cystine—Tryptophan Solu- (From M]s. Bengal Chemical & Pharmaceutical Works
tion. Ltd.).—Cystine—Tryptophan  Solution: 1t is better
to use cystine and tryptophan in solid form in preparing

the Basal Medium.

(From Shri B. V. Patel).—According to U.S.P. XV,
cystine and tryptophan are weighed out and dissolved
at the time of preparing the basal medium. It is, there-
fore, suggested that the method of preparation of the
solution may be substituted by the following:—

“Dissolve 100 mg. of L—cyStinc and 50 mg. of L-
‘ tryptophan (or 100 mg. of DL-tryptophan) in about 5 ml.
of 1 N hydrochloric acid and use immediately.”

; (From M]s.. Bengal Chemical & Pharmaceutical Works
Ltd.).—Fresh tomato is equally good for this preparation;
moreover it is easily available.” Charcoal-treated tomato-
juice is omitted in _the preparation of Basal Medium in
the U.S.P. But in view of the findings of Loyetal this may
be retained as well.

3 Tomato Juice filtrate

4 Asparagine Solution . 5 Nil.
5 Adenine-Guanine-Uracil Nil.
: Solution. -
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1 2 3 -
6 Xanthine solution Nil. -
7 Biotin Stock Solution Nil.
8 Riboflavin-Thiamine-Biotin- Nil.
Nico inic Acid Solution,
9  O-Aminobenzoic Acid-Pyriz Nil.
doxine.
10 Calcium Pantothenate-Folj Ni
Acid Solution. o A
11 Salt Solution A Nil.
12 Salt Solution B Nil.
13 Sorbi‘tan Mono-oleate Deri- Nil.
vative Solution.
14 Culture Medium . Nil.

15 Stock Culture of Lactoba-
cillus Leichmani 3138.

16 Ba;al Medium Stock Solu-
tion,

17 Suspension Medium .

18 Incculum

(Fr?‘m Mjs. Bengal Chemical & Pharmaceutical Works
Ltd.).—“The activity of the micro-organism can be
increased by daily or twice-daily transfer of the stab
culture, and may considered satisfactory when de-
finite turbidity in the liquid inoculum can be observed
2 to 4 hours after inoculation. A slow-growing culture sel-
dom gives a suitable response curve, and any give rise
(tizdcrranc results.” (3) This observation should be inclu-

(From Shri B. V. Patel).—Tt is suggested th
about the maintenance of an a ti =y vy
included on the lines of U.S.P.c ieten o clie B

(From Shri B. V. Patel).—The proced i
i y 2 ¢ procedure for making
prgcggls;l“l: :l\_dedxum may be substituted by the following

“Mix reagents 1 to 12 in the order indicated. Re-
move the last traces of toluene in the mixture
with the help of a separating funnel. Add reagent
13, d1§solvg the dextrose, sodium acetate and
ascorbic acid and add 50 ml of water. Adjust
the pH to 6'0 with 1 N sodium hydroxide and
finally add to make the solume 250 ml.”

Nil.

(From M|s. Bengal Chemical & Pharmaceutic
Ltd.).—The depth of the inoculum definitely a#cct?/ l::'lf:
final growth of the micro-organism in the assay medium
(5). Itis quite likely that some variations in the amount
of cell-growth in the culture medium will be encountered
during day to day work. 0'5 mg. to 0'75 mg. of d
cell weight per 10 ml. of the inoculum has been dcﬁncrg
as the standard depth in the U.S.P. But the method of
lc:)‘et:f:rmmmgdthc dryl cell weight is very lengthy as well as

orious and as such is not like: i i
i N Is not likely to be practicable during

It is more convenient to use an inoculum whi i
a transmittance of 40-509% at any wavc—lcngﬁ?lg};w%:z‘::
540 mu. and 660 mu. To ascertain this depth the washed
ccll-suspcngxon may be aseptically diluted in stages and
the transmittancy checked in a photo-electirc colorimeter
ﬁt}cd with a test-tube adapter, till the required trans-
mittance of 40-509%, is attained.

-
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19 Standard Cyanocobalamin

Stock Solution.

20 Stardard Cyanocobalamin

21

22

Solution.

Test Solution of the mate-
rial to be Assayed.

Test Tubes

Ltd).—U.S.P.

[From M]|s. British Drug Houses (India) Ltd.].—We
do not believe that weighing cyanocobalamin in the quan-
tity to be used is sufficiently accurate. We would suggest
that a solution should be made and standardised at 361
mu. spectrophotometrically. .

(From M]|s. Bengal Chemidal & Pharmaceutical Works.
reference  standard cyanocobalamin or
some other standard preparation, which is to be used should

be specified.

(From Shri B. V. Patel).—It is desirable to indicate
the Institutions from where the Reference Standard will
be available. It is suggested that they should be made
available at least at the following institutions:—

1. Central Drugs Laboratory, Calcutta;
2. Haffkine Institute, Bombay; and
3. Central Drugs Research Institute, Lucknow.

(From M]s. Bengal Chemical & Pharmaceutical Works
Ltd.).—The strenth is given as 0° 02 mug./ml. but this may
vary between 0°04 mug./ml. depending upon the vigour of
the micro-organism.

(From M]|s. Bengal Chemical & Pharmaceutical Works
Ltd.).—There is no need of taking a weighed quantity
of the sample. A measured quantity not less than 1 ml.
is to be taken in view of the potency laid down in terms of
microgram Cyanocobalamin per ml. basis. The sentence
“Dissolve in water” is superfluous as liver extract crude is
a water-soluble product, dilution with water to the requi-
site expected strength will suffice.

Though both hydroxy-cobalamin and cyanocoba-
lamin are equally stable and active in the Basal Medium
under the condition of assay. U.S.P. method requires
treatment of the Liver Extract with sodium metabisul-
phite in phosphate citric acid buffer. As a precautionary
measure against loss of activity of hydroxy-cabalamin,
bisulphite treatment may be retained as well.

(From Shri B. V. Patel).—Tt is more convenicnt to
accurately measure Liver Extract solution and, therefore,
the words “Weigh or™ should be deleted.

. (From M]|s. Bengal Chemical & Pl'annacmt‘ical.Wor'Ics
Ltd.).-——Test tubes and other glass-wares uscd in vitamin
Bi2 assay should be kept exculsively scparated for the
purpose and they should be washed as soon as work is
finished. Dipping the glass-wares in 65%, w/v suiphuric
acid for 2 hours and finally rinsing several times which
distilled water give satisfactory result.
Assay Procedures

(From M]s. Bengal Chemical & Pharmaceutical Works
Ltd.).—Three morc tubes containing no cvanscobhalamin
should also be included as wi-inoculated 'blank.

Rapid cooling of the assay tubes after autoclaving is
necessary only to avoid any colour formation due 1o slight
charring of Dextrose. This colour may present some
difficulty in the turbidimetric measurement ; but in ic
titrimetsic procedure no such difficulty is likely to arise.

Heating the assay tubes even for longer periods
does not affect the nuwritional value of the medium.  So
in titrimetric procedure rapid cooling is not essential.
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It is better to dilute Bromothymol blue indicator
solution B.P. (0°049, w/V) 1o ten times its volume with
water and adjust the pH to 7 0. The assay tubes may con-
veniently be rinsed out to the reaction flask with several
small portions of this solution using 10 ml. in all.

(From Shri B. V. Patel).—U.S.P. XV permits the de-
termination of the percentage transmittance at a specific
wave length range between 540-660 mu. It is, therefore,
suggested that in para 3, instead of 640 mu. the wave
length range 540-640 mu. may be given. The last two
sentences in the 3rd para may be substituted by the
following :—

“Thoroughly mix the contents of each tube; allow
the tubes to stand for 10 to 15 minutes so that the bubbles
rise to the surface. Gently  transfer the contents to the
colorimeter tube and record the transmittance reading.”

[From M]s. British Drug Houses (India) Ltd.]).—
We would suggest that E. Coli, although not suitable for
very dilute materials, makes a more satisfactory material
for the assay of liver extracts.

May we draw your attention to the fact that a com-
mittee in the United Kingdom has been considering the
assay of materials containing vitamin Bi2 and that their
recommendations will be publisked in the near future.
We understand that the Gommittee will recommend the
use of Ochramonas Melhamensis.

Tt would appear to be desirable for India and the
U.K. to have uniform regulations if possible.*

(From MAC Laloratories Ltd.).— - The Microbiological
Method specified for determining Bi2 content in Liver
Extract using Lactobacilius leichmanii 313 requires many
ingredients for preparing the - assay medium and also
require exacting conditions for asepsis. Ordinary Labo-
ratories which have no facilities for a separate micro-
biological department will find it very difficult to perform
the assay. An equally accurate and much simpler method
requiring very simple assay medium and no exacting
conditions of asepsis is the cup and plate method with the
help of Davis Mutant Koli 113/3. The only difficulty
is in vetting the micro-organisms. The other point is,
interference of choline and methionine when present in
very large amounts. The quantities of choline and me-
thionine usually present in Liver Extract does not inter-
fere. Hence, once the facility for getting sub-culture
of the test-organism is arranged at some Central Labora-
tory this meihod, in our opinion, will be better suited te
all those interested in determining the Br2 content in
Liver Extract.

We have adopted this method successfully and the
results  compare very well with results = obtained
by other methods. We "are obtaining culture from our
Principals  Messrs. Carlo Erba, S.P.A., under our con-
tract for technical assistance.

In this connection, the following reference, will be
of interest:

1. Harrison E., Lees K.A., Wood F., The Analyst,
67,696, 1951.

2. Davis B. D., Mingioli E.S., J. Bact., 60, 17.
1950.

* The standards referred to are given in the end.
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20 Standard Cyanocobalamin

21

Solution.

Test Solution of the Mate-
rial to be Assayed.

dhya Bharat, Health Depart-
lgttcr No. F. 1_-3x/55-D.,
he above subject, I am

(From the Government o Ma
ment).—With l}ocfcrcncc ;(;g'o(:\; !
-mber 12, 1 Ve I
g?:gcii%tstg that the inclusion of provxsmn‘s n;lr;sg);(i:xt‘ gf
tandards for Crude Liver Extract for parenter: g
trati in the Drugs Rules was long felt and ast sh Gl
"auonecks to fill up this gap the State Government a:/ t
T:;xsion However for the determination O(epcori%e ﬁy—
?w'l; micrc.»-biological assay methods have (l:)cenopén; éalamin
Micro-biological methods for assay of yla'g obalanr
(Vitamin Bi2) are subject to severe quall }szd by
limitations and finality has not yet bec:x ret:gc e, o
i in use included Lactobacillus lactis ik s S
rlljsvglmannii a mutant of Eschcrl_c}us Coli, an ¢ r].; o
toit)on Ochn’)mmonas mall.\ame_nns. T{he use :ndpFord
is comparatively novel in this type of assay, ki
?(l;?it J. Nutr. 1953, 7, 299) bas shown that o mimber e
sis is .si:x;zciﬁc for cyango‘lc(_)balag.lﬁr; (;n :Is)s;ey:rgn 2‘1, exrly Eomer]
i ts. his m 1
(ai:':]rissethir:gl‘;jict of investigation at the present uﬁ:ﬂtgl
a panel of the Society for Analytical phemn:}l;:;y. Fordieny
e O ed and i possible some method of
should not be preciuded ai f le s g
i tency by measuring extinction at Spec .
slx;?/lcnﬁ:r:ga\]:gcful(f be)cvolved )Nhlch would be less cum:
bersome than the micro-biological method.

Turbidimetric Method
Reagents and Apparatus

Nil.
Nil,

Assay Procedure

i tical Works
\ M|s. Bengal Chemical & Pharmace u k
Ltd.) iZ‘andm}(\sof a fuilable antifoam agent, say c'apryl'i:z
a!ct')h'ol may be added to each tube before mixing
the contents.
Calculation

(From M|s. Bengal Chemical & Pharmz:_ceuticalt Worécés
it resp is i ;i of 0’01 to 0"
—The best response is in the range
rl;:i({iz-mi’frogram of cyanacobalamin per a:sa}r tutﬁ;
and the transmittance varies between 1 "é;'.lagf)is 0::;;_; i
illi-mi within th 3
i ment of o°or milli-microgram
lar;;:cl)—\(je this range the response is not very good and ::xsc-
curve gradually becomes flattened. Th'cgrapugfm[iaero_
cribed in the Draft M{n;()gray:hgs oi:ci;:t;&hx‘g X::;lill provie
‘5 to 4'5 ml.) per tube. Eve 1 on
gla?}‘,c(gigour %fsthc organism; with vigorous, rapxc:g:
growing organism the lower x"ang}i: w[l,lTlS}if iT?:: n?pg{m
iate. The prescribed range in the U.S.P.
]l)on?:)['elér mil{)i-microgram per tube. A limit of .rcs;pgn.:ic
in terms of per cent transmittance should be included.

i i j to pH 6°0 and the
he Basal medium is adjusted >
titra;fon is carried to pH 7°0. The ¢.ilﬁ'cr?nct§ R’Ix/;:é—l 1@:2?
60 to 6°8) accounts for al:c)lou}tl I 7::1"n;1_(1)m e
ion per assay tube; and the maxi |

?&)}?tt)loNagHsolution required in titrating the 1pocxlatcd-
blank is 2°5 ml. i.e., 0'8 ml. over that required in t elux(l)f
ir\ocula-led blank. So an amount not exceeding 170 mi.




5 Containers

7 Labelling

N/1o NaoH soludon per assay tube over thai required in
. the un-inocidated blank may reasonably be tzken ay a
guard against undue zrowih in the inoculated blank.

Tie smooih curve drawn should be reasonably steep.
A limit response in terms of ml. of N/1to NaoH solution
required ‘for cach increment of o°or miili-microgram of

cyanocobaiainin por 10 ml. assay tuibe, within the range of

{01009 mug. t00°'09 mug. per tube) should also be laid
down. - Iix our opinion 10 ml. 1o 1 ¢4 mi. of Nfio NzoH
solution per o o1 milii-microgram increment of cyanoco-
balamin per 106 c.c. assay tube will be a woskable standard.

. (From M]|s. Bengal Chemical & Pharmaceuticel Works
Lid.).—~The container should be of light amber glass to
protect the product from light and shall be so labelled
that easy inspection of the content is possible.

The test for alkalinity of the glass of the container
should be done before it is filled with the substance
because once some acidic substance is filled, no purpose
will be served by testing the container for alkalinity. In
that case the pH of the substance may give some indication
as to the alkalinity of the glass. In fact, B.P. also intends
the test for alkalinity of the glass of the container to be
done before filling. Sy :

(From Shri B. V. Patel).—Itis suggested thatinstead of
stating that Liver Extract shall be stored in a cool place,
it would be desirable to specify the temperatureat
which it should be stored.The multi-doseécontainers when
removed from their carton solution do not protect the
Liver Extract from the effect of light if they are filled in
colourless glass vials. Itis, therefore, suggested that mul-
ti-dose packings of Liver Extractshould be filled in am-
ber coloured glass vials. The storage conditions that are
to be specified in the proposed amendment to Schedule F
should be corrected so, as to be in accordance with requi-
rements laid down in the Indian Pharmacopoeia. The
temperature for storage should belaid down as not more
than 20.°C aslaid downin the Indian Pharmacopocia

[From Army Headquarters, MGO Branch].—Packing

details have not been incorporated in the specification

although technical requirements regarding container
(ampoules, vials) as well as relevant lavelling details have
been mentioned. It is suggested that details in respect
of materials as well as manner of packing should be stipu-
lated in the specification.

[From M|s. Chowgule & Co. (Hind) Ltd.].—We refer
to the draft amendment for the Drugs Rules, 1945,
published in the Gazette of India, September 24, 1955,
concerning crude liver extract for parenteral administra-

tion. Para 7, labelling (iii) of the said draft amendment
reads as follows: —

~ Thelabel of the container should contain the follow-
ing in addition to any other particulars prescribed in
these rules—

* “ - Ld

(iii) The date of expiration of potency which should
be not later than 18 months from the date of manufacture.

In this connection we have to state that the period
of life of a crude liver extract given in the above amend-
ment scems considerably under-estimated.  Our manu-
facturers, M[s. Farbenfabriken Bayer, chcrkusgn, were
the first to introduce an injectable liver extract into the
world market under the name of ‘“Compolon’. Cam-
polon has for many years served as a standard. pro_duct
for other manufacturers have thus accumulated experience
of almost a quarter of a century in the {qanufacturc of
liver extract, its propertics and its stability. We had
passed on the proposed amendment to the Drugs Rules,
1945, to M[s. Bayers’ rescarch laboratories in Leverkusen
and Elberfeld, inviting their opinion concerning the sta-
bility of their crude liver extract in tropical countries.

We havein answer to our enquiry received the following
signed statement—

Campolon stability—India

According to the assays carried out here, we conﬁrgn
that the vitamin B2 contents of our Campolon will
remain stable for at least 3 years.

From the above it appears that crude liver extract
manufactured on gcncra}ly a.cccptcd lines will preserve
their cyanocobalamin (vitamin B12) contentsfor a mini-
mum period of 3 years if they are kept under reasonable
storage conditions as provided for in the Drugs Rule.

Under the circumstances, we TVenture to suggcst'to
alter para 7, Labelling (iii) and allow 3 years for expiration
of potency from the date of manufacturing.

From M]s. Bengal Chemical & Pharmaceutical Work
Ltd.)(.-'Date of manufacture, Batch No. and dose should
also beincluded.

(From M(s. Pharmaceutical & Allied Manufacturers’ Dis-
(ributors’ Association Ltd.).—1In view of the specification
in Item No. 4(b) fixing limits for solids, a declaration
on the label as ‘‘the amount of raw liver processed to
produce 1 ml. of the extract” should not be made compul-
sory. =

‘When potency isexpressedin termsofcyanocobalamin
date of expiration of potencyshould be fixed as _24momhs
from the date of manufacture, as from experience of a
member firmit was found that cyanocopalamin in the
liver extract remains unaltered during this period.

(From M[s. Pharmaceutical & Allied Manufacturers’
Distributors’ Association Ltd.).—One of our rpcmber firms
suggests that the information required in 7(ii) would not
serve any useful purpose, as the potency will depend not
only upon theamount of raw liver used, but also on the
manufacturing process employed. Our member, firm
therefore, considers the proposed statement on the 'label,
asirrelevant, the moreso as to theamount of cyanocobala-
mine contained in the liver extract has been selected to
express the approximate antianaemic potency of the liver
extract.

The period of life according to the experience of

our member firms is considerably longer than that pro
posed in the amendment. A good liver extract one of our
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member ﬁ'rn_'ls.contcms retains its potency for at leas
five years if it is stored in a cool place away from li /‘\31l
Another one of our member firms after consuliatioﬁoi'
their principals states that the cyanocobalamin content
of liver extract remains stable for a pcribd of at least r’
3

years.

Under the circumstances, it is suggested to extend

the proposed period of life to 3 years.

(From Shri V. B. Patel).—(i) The label should indi-
cate the Vitamin Br2 activity per ml. instead of ((;IIC

amount of cyanocobalamin.

(ii) In order to remove the difficulty that may be
experienced by the manufacturers on account of the varia-
tion in_the B2 activity of the Liver processed by them
itwould be desirable to add the word ““average” before the

word “amount’’,

_ (iii) Under storage instruction, the temperature at
which the product should be stored should also be

indicated.

MRS e T T

APPENDIX |
Errata
Line For Read
19 mamalian mammalian
23,25 cyanocobalamine cyanocobalamin
24 leichmanii leichmannii
26 per ml. per single recommended dose
32 PH pH
39 micro-Kjeldhal micro-Kjeldahl
41 interperitioneal intraperitoneal
54 KG Kg.
55 IN HCI . 1 N HCI
59 IN. 1N
2 IN HCI . 5 1 N HCi
3 ph . . pH B
26 flask glass
45 Adeninic Adenine
47 N hydrochloric acid . A 6 N hydrochloric acid
57 of nicotinic acid . . . of nicotinic acid;
60 D-Aminobenzoic Acid . . .. p-Aminobenzoic Acid
61 plaminobenzoic' . E 5 ‘ p-aminobenzoic
4 volume of . . volume to
4 hydrochloride acid . 3 . . hydrochloric acid B
7 sodium chloride, and o-1 g. of ferrous sodium chloride, 0 1 g. of ferrous
sulphate (Fesoq 7H20) sulphate (Fe So4. 7H20) and
19 portion " . portions
23 Leichmanii 3 . Leichmannii
29 Leichmanii leichmannii
41 s5mml . : 5 . 5ml
57 voelution = volume
63 inoculu . ; s . . . inoculum
63 leichannii . 8 . . leichmannii
34 Volution . ; . . volume
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Line For Read
38  volution . volume
60 0-45 O¢'g
19 640 ml. 640 mu (mill-microns)
38 issues .

issued

45 (vitamin Bi2 per ml) (Vitamin Br2 per ml.)

45 cyanccobalamine cyanocobalamin

52 preservative, if any, added. preservative added

APPENDIX II
February, 1956 No. 959

THE ANALYST
Analytical Methods Committee
Report prepared by the Vitamin B, Panel
_\/ THE ESTIMATION OF VITAMIN B..*

The Analytical Methods Committee has recei i
| \naly ceived the foll
from its Vitamin By, Panel. The Report has been approved b}(r) “t,lllgg/{ggf;-t

tical Met i i icati
Councile: h_ods Committee and its publication has been authorised by the

REPORT

In March, 1953, the Sub-Committee o

] : s n
‘/‘\nalytlcal Methods Committee appointed a
to survey the methods already proposed for
z.gld dto dreport to the Sub-Committee on the work required to establish a
195113 a;ndnilrclttilfcitacgdrriitgods”. The Panel made its report in September
3, =that an organism and a technique should b 1 [
which would overcome the non-specifici ing i it

-specificity attaching to the techni

generally employed, e.g., those using Bacterium colin%utant ande ch(::t(?;)?lgiels-

lus leichmanii, and recommend
malhamensis as described byn Fec?rdf.or HE: fimpom the s of Ciimanas

- th'li;hi Analytical_Methods Committee implemented the recommendations

o urz};?l‘:h:ngh;r}rnl;lgve}?ber% ]])953A appointed a Vitamin-B 12 Working
i nship of Dr. A. J. Amos “to establish, if i

an agreed method for the estimation of vitami i s ani ot
f tamin B;, in food i

stuffs as suggested in the report of the Vitamin BxizAdvisorystI;%l’%edﬁlge

members of the P
FW, Nopes: Mr.aSn.eEA ?ve}:)rlgcng\;\./. F. J. Cuthbertson, Dr. J. E. Ford, Dr.

G. E. Shaw, Dr. R. E.
Sykes and Dr. F. Wokes, who acted as Honorary Secretary.E Sk, Me e

V.itam.in Estimations of the
Vitamin-B,, Advisory Panel
the estimation of vitamin B.,

*Although t i 4
min, the Pan%l1 c}:)en;icslclxl"?tgitthc as;a}is' o ncPort are expressed in terms of cyanocobala
shordd bo serstad in the light of present knowledge the therm ‘‘vitamin “B,,”
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Introduction

The ultimate goal of a working Panel appointed by the Analytical
Methods Committee is the establishment of a reliable analytical method.
When the test substance has biological activity it is not the function of the
Panel to supplement its analytical recommendations by interpretations .of
that activity or to institute relevant researches in clinical medicine and
animal nutrition. The Panel responsible for the present report has accord-
ingly restricted its deliberations and experiments to the establishment for
the determination of vitamin B, of an analytical method which, in our
present state of knowledge, is least affected by the known vitamin B..
like substances that may co-exist with vitamin B,, the correlation between
concentrations of vitamin B, so determined and haematopoietic activity
in man on the one hand or growth-promoting activity in animals on the
other is not the concern of this Panel.

Most of the methods available for the measurement of vitamin B.s
are open to criticism on the grounds of insensitivity and non-specificity, and
hence have a limited application. Several of the established microbiological
assay techniques that employ bacteria as test organisms are highly suscep-
tible to interference by vitamin-B.. like compounds and, in some instances,
by other non-specific interfering substances. The protozoan Ochromonas
malhamensis is believed to have animal like specificity for vitamin-Bi.
and may be used to measure the vitamin even when related compounds are
present.

Experimental Work 3

Under its terms of reference the Panel was required to investigate the
microbiological method of Ford, in which O. malhamensis is used as the
test organism. In order to check the accuracy of this method the assay
procedure was applied to a solution of vitamin B.. the concentration of which
was unknown to members of the Panel. The results showed excellent agree-
ment between all the laboratories and also were in satisfactory agreement
with the figure furnished by a spectrophotometric determination of the
potency. The method was then applied to a sample of dried-liver powder,
but the figures returned for the vitamin B.. content showed too wide a
spread. This suggested that the method of extraction was not sufficiently
closely defined and a modified extraction procedure was, therefore, devised.

In the second and third series of collaborative tests the analytical
procedure as published and the modified method of extraction were applied
to two samples of liver powder and a sample of fish solubles. The vita-
min-B,. contents reported for each of these test substances showed ac-
ceptable agreement, particularly as most members of the Panel were un-
familiar with this assay and satisfied the Panel that the modifications intro-
duced into the extraction procedure had been successful. As a final test of the
method collaborative assays were performed upon two substances that pre-
sented particular difficulties, one was a sample of chick mash having a very
low vitamin By, content and the other was a sample of desiccated cow ma-
nure, a substance very rich in vitamin-B-like compounds.

All the standard vitamin-B,, solutions used throughout this investiga-
tion were checked spectrometrically before and after use in the microbiologi-
cal assay and no significant changes in concentration were detected.
8—1M of Health/58 (18th Mecting)
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Full details of the modified extraction procedure and of Ford’
s

analytical technique, whi :
oy il q ich are recommended by the Panel, are given in

RESULTS OF COLLABOR ATIVE TESTS—

Table 1 shows the individual
S S result i
followed modification of the extraction ;rocéfedti]ree colabarative assays hat
TABLE I

Results for Vitamin-B., in Collaborative Assay Samples

-_—
Laboratory )

Sample A B
) ; G, D, E F
- ) s G,
ug.g vg.8. ug.g. “g-g ug.g ©g-g v8.g ugjg

—_— .

) 0°91 oo s
Liver Powder A* , 0'37 : (0)'?); o o'984- o o
; . 97 .. 084 % ¥ 2
095 &9 0°94 i% 075 - 33'33
Mean . ¢ 0°91 o 0°91 o 0-84 089
. ??g <.)'99 01:39 - 018 1°43 0.88 09-6 1-36
Liver powder B . ¥ . o e e i e \
1-06 v 1°2% 0°9j5 1 9 . a0
L -
Mean . . . * )
1°07 099 125 0-97 1°25 0-92 1°04 &0 4
. 0°20 > ' i
Fish solubles : 022 ?.24 2;3 g-llg g':B iy -4 o
. P 5
0°19 0-26 0-13 0-2? 4 8-:;
i 014 024 024
Me 4
an 5 s 0°20 024 0.28 015 0°28 0°22 025
Chick & .
ick mash 3 8-8: 0°02 0'010 0-020 0'013 0-018 “o-
oo 0°03 o:oxo 0:027  0-013 o0-011 o o-gff
oo is 0'017  0:020 ©0-019 .. o 2
. 0:009 ©0-018 o0-010 si% o-g::
y o i 0-013
can . § . ¥
001 025 0012 0-'021 o0-0r12 0-015 ‘e 0°015
Manur .
¢ . . g.fo 0-19 013 (o2 81 023 0-15 ¢
o~1l 0-37 0°12 012 0-23 0-13, 3'23
0.2? v 010 0°13 0-18 ’ 0'17
o 013 o~11 020 o~11;2l
5 011
ean 2 4 .
018 o 012 o012 0-21 0°15 020 o 15
—_— e

*In this first colla i
R bOlatl\’C trial, fou d diff
i st 3 o s four ofthc laborato ie encounter: prac .(:a i ultie
ne abllﬂhlﬂg t[:lc asst’ly and for this reason no results ar:rts'porr:d e i
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Summary

The Panel accepted published evidence of the non-specificity of mi-
crobiological assays of vitamin-B.. employing B coli, L leichmanii or Eu-
giena as test crganisms and a more specific technique using the protozoan
chromonas malhamensis was selected for study. =

In view of inherent difficulties éncountered in microbiological assays
and the low level of vitamin B.. in, some of the samples examined the
results provided by these coilaborative trials were considered to be satis-

factory.
APPENDIX

Recommended Procedure for the Microbiological Determination of
vitamin B.. Preparation or Test Extracts—

Vitamin B.. may occur naturally in complex-bound forms that may
escape detcection because of non-quantitative extraction, or because of their
unavailability to the test organism. A further problem is that the vitamin
may be present as hydroxycobalamin, which is relatively unstable to heat
and may thus be lost in the processes of measurement. Both problems can
be largely resoived by the use of cyanide in the preparation of the test
extract. The effect of cyanide is two fold. Firstly, it appears to facilitate
extraction by displacing protein or polypeptide groups originally linked to
the vitamin. Secondly, it converts the cobalamin to the stable cyanc-form.

In general it is sufficient to add from 0-3 to 50 mg of sodium cyanide
(as a 1 per cent. aqueous solution) to each gram of test sample, the amount
depending upon the nature and potency of the test substance. It is most
important, however, that the amount of sodium cyanide used should not be
sufficient, even if no cyanide is lost during the extraction and sterilisation
processes, to give a concentration of sodium cyanide in the final growth
medium greater than 10 ug per ml. Hence, the lower the potency of the
material the smaller should be the amount of cyanide used. The extraction
procedure recommended is—

To 1 g of the test material in 125 ml conical flask add 30 ml of water
and from 0:05 to 0:5 ml of freshly prepared 1 per cent, aqueous sodium
cyanide, mix well and adjust the pH to between 4-6 and 5-0 with N
hydrochloric acid. Allow the mixture to stand for 30 minutes at room
temperature with occasional shaking and re-adjust the pH if necessary.
Place the flask in a boiling-water bath and leave it for 30 minutes after
the extract has reached 90°C. Cool, transfer the liquid to a 100-ml cali-
brated flask and dilute to 100 ml. with distilled water. Clarify by centri-
fuging; then take a 50 ml. aliquot of the cleared liquid and dilute it until
the concentration of vitamin By, is of the order of 0.0002 ug per ml.

Starcy samples may yield turbid extracts but they can be cleared by
trecatment with takadiastase.

Some materials, notably preparations of gut mucosa, have the pro-
perty of “binding” vitamin B.. and rendering it unavailable to the test
microrgafiism. The foregoing simple extraction method may not liberate
the vitamin from such materials and a more elaborate procedure involving
digestion with cyanide-activated papain should be used, as described by
Gregory. Very few natural materials call for this enzymic extraction
procedure, however, and in the main simple method recommended will

prove adequate.
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Maintenance of Stock Cultures

To 400 ml of an aqueous solution containing 000025 ug of vitamin
B.: per ml add 100 ml of basal medium. Dispense 10 ml portions of
this diluted and enriched basal medium into 50 mi contical flasks, plug the
flasks, plug the flasks and sterilise by autoclaving for 15 minutes at 10 Ib.
pressure, covering the. plugs with grease-proof paper during the autoclaving.
Inoculate one of the flasks with a culture of Ochromonas malhamensis (Pring-
sheim strain)* and incubate. - :

*Obtainable from the Curator, Culture Collection of Algae and Protozoa, Downing
Street, Cambridge, at 27° to 30° C one foot below a 60 watt ‘‘striplite tungsten filament
lamp. Having established the culture, prepare sub-cultures at intervals, usually every
4 to 5 days, by transferring o' 5 ml of the current growth to a flask of sterile medium. When
the organism is sub-cultured, the culture should be dense and yellow-brown in colour.

Preparation of Basal Medium

To 150 ml of distilled water add the following ingredients—

‘“‘vitamin-free” casein hydrolysate

508
Glucose . 1000 g
Di-ammonium hydrogen citrate o8 g
Potassium di-hydrogen phosphate . ¢ : - . 0'3¢g
Magnesium sulphate o'2g
Calcium chloride (annydrous) v 3 015 g
Sodium molybdate (NagMoO,,2H,0) 0'05 g
DL-Tryptophane . o1 g
Di-Methionine o'2g
Tween 8o, T.B. culture gradet 1°0 ml
“Metals’’ solution . 10'0 ml
Vitamins solution 2°0 ml
Sodium cyanide solution " . . s . . . . o'2ml

fObtainable from Messrs. Honeywill and Stein Ltd., Devonshire House, Mayfair
Place, Piccadilly, London, W. 1.

. Stir 01 g of L-cystine into 15 ml of hot water and add 6 N hydrochloric
acid dropwise until the amino acid is dissolved. Add the liquid-to the

foregoing solution, adjust the pH to 5-5 with 4N aqueous potassium hydro-
xide and dilute to 200 ml.

This basal medium should be stored frozen in screw-crapped polythene
containers.

T e A T
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The solutions listed as ingredients of the bassal medium are prepared as
follows :— )

“Metals” solution-Dissolve 5 g. of ethylenediamine tetraacetic acid in
900 ml of hot water. Then in the solution dissolve the following—

Munganese sulphate, MnSO,; H,O < . : s ; : . 6og
Zine sulphate. ZnSO, 7H,O . ¢ B . . w4 3 . . 110 g
Ferrous sulphate, FeSO, 7H,O . s ¢ ‘ . . . . 10g
Cobalt sulphate, CoSO, 7H,0 . : s . . B . X 0.'3 g
Copper sulphate, CuSO, 7H,0 004 g
Boric acid, H,‘BO, 006 g
Potassium iodide, KI 0'001 g

Make up the solution to I litre with water.

i i i i inositol, 200 mg of choline
Vitamins solution—Weigh out 1 g of of inositol, 200 1
chloricjleaTil(;lO mg of p-aminobenzoic acid, 200 mg of. thiamine hydrcl);:}'lllo-
ride ané I me of biotin and transfer to 200 ml calibrated fiask. ilute
to the mark with 20 per cent v/v aqueous ethanol. Store in a refrigerator.

) ; : . . d
i anide solution-Dissolve 1 g of sodium cyanide in water an
dilutgotccl)lulr{)loczll. The solution should b% renewed at fortnightly intervals.

Setting up the Assay

iti : dard vita-
i ach of the guantities 05, 1, 2 and 4 ml of a stan
min-BDllszpe :gleugon (0.0002 ug of cyanocobalamin per ml*) into each of
four bacteriological test tubes

* ilating a5 ug per mlstock solution of cyanocobalamin. which must
have lferccr‘: Z;lt-:.id:xydi'sic(lilspegzr\,x;‘?lm.tuxr?%ri(zal‘):1, ;;ll?léodg‘r‘ll; ?gn; .r::li(:i ga;t;fg:s c’;{‘hlf;:ngli.l utg‘)};::
sstl\GchlljldS({}:;::pavrvel(lil fx}g";lpl lnr:?i?':llfctysl‘oc;; g;leu'_ion to which 1 drop of sodium cyanide sclu-
tion has been added. i

imi i i lumes

< 15mm) and similarly put up in quadruplicate the same vo

of tlgégt;:t extracz. To each of these 32 tubes and to eacf:h4 of 15. cqclgct:%rl
tubes add sufficient distilled water to give a total volume cl> én in o
tube. To each of the 37 tubes now add 1 ml of the bz;(sa rne:dlumi lavg
or plug the tubes, place them in suitable racks or baskets (z)ig‘lc lz)lu otc Ey
for 10 minutes at 10 1b pressure. Cool the tubes to about 3 y sfart]he
ing them in cold water and then inoculate all the tubes excl:ept or;_e 8 =
five containing only water with one drop of a five-day cu ture(:i '10 n(ii o
monas malhamensis. This step should be performed as speedily ah X
uniformly as possible. Place the racks or baskets of tl{’beos in gO"SCa i g
machine installed in a dark incubator maintained at 29° to an
keep the shaker in motion for 72 hours.

Measurement of Response

i i i team them

the end of the incubation period remove the tubes and s
for SA tto 10 minutes. Cool, mix the contents thoroughly and measure
instrumentally with a suitable filter the turbidity of the contents of each
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tube using, where necessary, the uninoculated tube as a ‘blank’. A suit-
able procedure is to make the measurements in 4-cm cells in a Spekker
absorptiometer, using Ilford H.508. filters.

Calculation of Results

A “standard” curve can be plotted from the dose re ati
) t pl sponse relation-
ship provided by the tubes containing 0, 0-5, 1, 2 and 4 gl of standard
-vitamin-B ;, solution and from this curve can be read the quantities of

vitamin B, corresponding to the turbidities found in th tai
. e =
ing test extracts. (ubes contain

References
1. Ford, J. E., Brit. J. Nutr., 1953, 7, 299.
2. Coates, M.E. and Ford, J.E., in the press.
3. Gregory, M.E., Brit, J. Nutr. 1955, 8, 340

MINUTES OF THE EIGHTEENTH MEETING OF THE DRUGS TECH-

NICAL ADVISORY BOARD HELD ON THE 23RD JULY, 1957 AT
NEW DELHI 2

PRESENT :

1. Lt. Col. C. K. Lakshmanan, Director General of Health .Scrvices,
New Delhi, Chairman.

2. Dr. A. C. Chatterji, Government Analyst, Government of U.P.
3. Dr. P. K. Ghosh, 22, Nilmoni, Mitter Street, Calcutta.

4. Dr. M. L. Gujral, Professor of Pharmacology, Medical College,
Lucknow.

5. Dr. G. X. Karandikar, Professor of Pharmacology, Medical College,
Baroda.

6. Shri P. S. Krishnan, Chief Chemist, Central Revenues Control Labo-
ratories, Post : Agricultural Research Institute, New Delhi.

7. Dr. H. R. Nanji, Managing Director, “Italab” Ltd., Bombay.
8. Shri B. V. Patel, Drugs Contrdller for the State of Bombay.
9. Dr. J. N. Ray, Bombay.

10. Prof. G. P. Srivastava, Professor of Pharmaceutical Chemistry, Bana-
ras Hindu University, Banaras.

11. Dr. Sheo Vihari Lal, Govt. Analyst of Bihar.
12. Shri S. K. Borkar, Drugs Controller, India, Member and Secretary.

1. Apologies for absence were received from Doctors B. N. Ghosh,
K. K. Sen Gupta, C. V. D'Silva and B. D. Kehar. Dr. G. K. Karandikar,
who arrived late, participated in the deliberations of the liver extract sub-
committee meeting held in the afternoon.

2. Dr. A. C. Chatterji and Shri S. K. Borkar, who were new members,
were introduced.

3. The Chairman made a reference to the work done by Shri P. M.
Nabar who was Secretary and Member of the Board for many years and
suggested that a note of appreciation of his services be recorded. The
Board agreed and passed the following resolution :—

“The Board places on record its deep appreciation of the services ren-
dered by Shri P. M. Nabar both as Member and Secretary of the Drugs
Technical Advisory Board”.

119
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4. It was decided that a copy of the resolution be communicated to
Shri P. M. Nabar.

Item 1 of the Agenda—Confirmation of the mimwtes of the seventeenth
meeting.

on- the minutes of the previous meecting were considered and the Board

decided not to make any changes in the minutes, which were then confirm-
ed.

Item 2 of the Agenda—Consideration of Government of India, Ministry of

Health letter No. F. 1-2/56-D dated the 30th January, 1956 containing pro-

posal for revision of Schedule F and amendment of Schedule K to the
) Drugs Rules.

6. The Board agreed that Schedule F be brought in conformity with
the latest editions of the recognised Pharmacopoeias and appointed a sub-
committee consisting of the following persons for the purpose :—

1. Dr. M. L. Gujral.
2. The Director, Central Research Institute, Kasauli.
3. Shri B. V. Patel.
4. Dr. A. K. Hazra.
5. Shri S. K. Borkar, Member and Secretary.

7. The Board desired that the sub-committee should finalize its re-
commendations within a period of three months and that recommenda-
tion of the sub-committee should be circulated to the members of the
Board.

8. The suggestion that the first entry in Schedule ‘K’ of the Drugs
Rules should be amended and brought in line with the corresponding entry
in Schedule ‘D’ was also agreed to. -

The Board recommended that the entry in Schedule ‘K’ should be
amended to read as follows :—

Class of Drugs Extent and conditions of exemption

1. Substances not intended for All the provisions of Chapter IV of the
medicinal use. Act and the Rules thereunder, subject to
the conditions that the drug is not sold for
medicinal use or for use in the manufacture
of medicines and is labelled conspicuously
wisth the words “NOT FOR MEDICINAL

USE”.

Item 3 of the Agenda—Consideratior of Government of India, Ministry of

Health endorsement No. F. 1-11/56-D} dated 29th March, 1956 containing

proposal for the amendment of Rule 109(3) (b) and (d) and to the Drugs
Rules regarding labelling of drugs with date of expiry.

9. The Board agreed that the date of the expiry of potency should be
given not only on the label of the carton or packing in which the containers
of Schedule C drugs wic packed, but also on the label of the ampoule,
vial etc., containing the drug.

5. The comments received from Shri S..P. Sen and Dr. P. 'K. Ghosh
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Items 4 & 18 of the Agenda—Consideration of Government of India, N!n}ls—

try of Health letter No.g F. 1-4/56-D dated the 19/21st May, 1956 containing

comments of various parties on the draft amendments to rules 65 and 97,

Schedules E, G, and H and the new Schedule L to the Drugs Rulm _ax}d

Uniform State Poisons List & Consideration of Govemme_nt of India, Mu}ns-

try of Health letter No, ¥. 1-38/57-D dated the 27th Jume, 1957 containing
proposal for the amendment of Rule 65(9).

10. These items were considered together.' The Board éonstitpted the
following Sub-Committee to examine the various comments received on
Schedules E, G, H and L. :

1. Shri B. V. Patel.

2. Dr. G. K. Karandikar.
3. Dr. M. L. Gujral.

4. Dr. A. C. Chatterji.
5. Shri P. S. Krishnan.
6

. $hri P. S. Ramachandran, Member and Secretary.

11. The comments received on the amendments to Rule 65 were then
examined. The Board agreed that the proviso to sub-rule (2) of Rules 65
should be deleted. -

12. As regards Rule 65(9) the Board discussed the comments received
from the trade pointing out the impracticability of retaining prescriptions
of registered medical practitioners for Schedule H drugs and recommended
that the proposed provision requiring the retention of such prescriptions
need not be introduced.

13. The new Rule 65(16) propesed to be introduced was agreed
to by the Board.

14. The deletion of the word “Liquid” occurring in the sub-rule 2 of
Rule 97 was also agreed to.

15. The Board agreed that the language of existing Rule 65(9) should
be amended in the manner suggested in Government of India, Ministry of
Health letter No. F. 1-38/57-D, dated 27th June, 1957.

0 .
Item 5 of the Agenda—Consideration of Government of India, Ministry of
Health letter No. F. 1-19/55-D dated the 26th June, 1956, containing propo-
sal for inclusion of preparations of Rauwolfia Serpentina in Schedule H te
the Drugs Rules.

16. The views of experts on the question of including’ Rauwolfia Ser-
pentina and its preparations in Schedule ‘H’ of the Drugs Rules were
examined by the Board. It was felt that since Rauwolfia Serpentina was
also used in the indigenous systems of medicines, it will not be possible

9—1M of Health/58(18th Meeting)
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to enforce the provision in a satisfactor ¢ if i
o e provis a y manner even if it was agree
gﬁ,é:tcilgnthcf 1;er11 (111} ScllRedule IIEII. After discussion it was decided 'chattdtl;‘(3
of including Rauwolfia Serpentina and its arati i .
A preparations in Sche-
dule H of the Drugs Rules should be postponed till further data on the
toxicity of the drug was available.

iten-]s 6 and 15 of the Agenda—Considerati .
fer genda—Con raticn of Government of Indi i-
nistry of Health letter No. F. 1-25/56-3, dated the 13th July, 1956:;::&%::—

ing propesal for including fresh forms in the Drugs Rules for repacking of '

g;"tsg% ar}:d}é}ogside{atiou of Gevernment of India, Ministry of Health letter
o, F, 1-3 /SI-D' dated the '2-’3ih June, 1957 containing proposal for intro-
ducing special licence form for repacking of drags.

o — : .
senar?té '1f'.u.sc %emg were considered together. The Board agreed that
Boos ok olrms‘ or {h? grqnt‘of manufacturing licences for re-packers of
sio-rf ? tohud bL‘_mCluccd m the Drugs Rules and recommended the  inclu
of the application forms. licence fees etc. sus d in ! N
5 cation forms. lcence fees ete. suggested in Enclosure N’
to the agenda. with minor alterations. R Hosure "N

Item 7 of the Agenda—Consideration
i 3 of Government of India, Mirni
Hoez;!]z!; letter N_o. F. 1-7/§§-D, dated the 25th August, 1956 co;lail?:n;tr’;;rgf
posal lor insertion of additional rule under Rule 52 of the Drugs Riles em-
pewering Drugs Inspectors to seize records, registers etc.

18. The Board considered Governmen i ini
t of India, Minist
igtt;:r No. ’F. 1-7/56-D, dated the 25th August. 1956, and agtierg ﬂ‘(l)zflt %i?lltg
ules 51 and 52 should be amended on the following lines -— &

(1) Aamdenvd sub-rule (7) of Rule 51 to read :—*“To make such enquiries

inn COlI?tSrF:ii(gl}l?ps asf mlily Xe necessary to detect the sale of drugs
1ion of the Act and to seize records, regi

other documents to establish such contravention”. iiens " and

2 A ngw sub-rule 4(A) to be added to Rule 52 :—“(4-A). To make
frl;ac fenqumcs and inspection as may be necessary to detect the
recg:dgCtggis?f drugst in ct())nlrav.ention of the Act and to seize

rds, ers, cartons, blocks, and any othe i j
required to establish such contravention”. Y F EaEgal Al

Item 8 of the Agenda—Considerati
on of Government of India, Mini
Health letter No. F, 3-7/56-D, dated the 4th October, 1956 rega;-ding lsstt;l}"ao:
of Poisons under Schedule E to the Drugs Rules #

19. The Board agreed that the isi i
) provisions relating to stora f poi
guil;: Dzugs Rules should be brought in conformitygwith the %Et:a(t)e gg;zgﬁ:
and recommended that sub-rule 12 of rule 65 be amended to read:—

“(12) Substances specified in Schedule E kept in a retail shop or

premises used in i i
Lo oy connection therewith shall be stored and secured by lock

(a) a cupboard ¢
- p or a drawer reserved solely for the storage of poisons,

(b) a part of the i
[ premises separated from the remainder of th .
mises and to which customers are not permitted to have ac?:egslig
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Item 9 of the Agenda—Consideration of Government of India, Minis_try
of Health letter No. F. 1-68/D, dated the 5th January, 1957 containing
proposal for inclusion of Viemycin in Schedule C(1) to the Drugs Rules.

20. The suggestion contained in Government of India, Ministry of
Health letter No. F. 1-68/36-D dated 5-1-1957 that preparations contain-
ing dry powder for -parenteral administration should be brought within the
purview of Schedule C and the amendment for the purpose proposed in
Rule 65(9) was agréed to by the Board. :

Tiem 10 of the Agenda—Consideration of Government of India, Ministry of
Hoglth letter No. F. 1-12/57-D, dated the 19th February, 1957 containing
proposal for inclusion of Viomycin in Schedule C(1) to the Drugs Rules.
i e

21. The Board recommended that Viomycin be included in Schedule
C(1) of the Drugs Rules. .

Ttems 11 and 19 of the Agenda—Consideration of Government of India, Mi-
nistry of Health letier No. F. 1-36/56-D dated the 24th April 1957, contain-
ing proposal for the amendment of provisions laid down for Tetanus Anti-
toxin in Scheduie F to the Drugs Rules. Consideration of Government of
Endia, Ministry of Health letter No. F. 1-37/57-D dated 27th June, 1957 con-
taining propesal for the amendment of provisions for labelling in Part I of
Schedule F in respect of Cholera Vaccine. :

22. Tt was explained to the Board that the question raised in items 11
and 19 of the agenda was proposed to be examined in detail by the Bio-
logical sub-committee of the Indian Pharmacopoeia Committee. - The
Board agreed to postpone consideration of these items till the views of
the sub-committee of the Indian Pharmacopoeia Committee were known.
Tt was decided that the views of the sub-committee should be circulated to

the members of the Board.

Item 12 of the Agenda—Consideration of Government of India, Ministry of

Health letter No, F. 1-28/55-D dated the 20th June, 1957 tegarding amend-

ment of item 5 of the Schedule K to the Drugs Rules granting exemption
to Government hospitals, charitable institutions etc.

« 23, The Board considered the recommendations of the Drugs Con-
sultative Committee in regard to the exemption provided for hospitals and
dispensaries in item 5 of Schedule K to the Drugs Rules and agreed to the
amendments proposed by the Government of India in their letter No. F.
1-28/55-D dated 20-6-1957.

24. Tt. however, decided that condition (4) under “Extent and con-
ditions of Exemption” against the proposed entry at item 5-A in Schedule
K to the.Drugs Rules be deleted.

Item 13 of the Agenda—Consideration of Government of India, Ministry of

Health letter No. F. 1-35/57-D, dated the 24th June, 1957 containing proposal

for amendment of Schedule K granting exemption to insecticides and their
formulations in respect of sale licences.

25. The Board agreed to the amendment proposed in Government of
India, Ministry of Health letter No. F. 1-35/57-D, dated 24-6-57.
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Item 14 of the Agenda—Consideration of Government of India, Ministry of
Health letter No. F. 1-36/37-D date:! ilie 24th June, 1957 containing pro-
posal for grapting restricied sale aiy certain specific classes of

Lows

34

" Government of India. Minisity of ®ealth in their letter No. F. 1-36;57-D,
dated 24th june, 1957 were agreed to by the Board.

22, The propesed amendmenis to the Drugs Rules suggested by the

Itera 16 of the Agenda—Consideration ¢f Government of India, Ministry of

Heaith jetter No, 1-33/57-D dafed the 21st June, 1957 containing propesal for

inclieding standards for Penicillin Aluminium Monostearate (PAM) in Sche-
duale F to the Drugs Rules.

27. The Board agreed that the W. H. O. specifications for Procaine
Penicillin with Aluminium Monostearate (PAM) should be adopted for
the purpose of the Drugs Rules and incorporated in Schedule F.

Item 17 of the Agenda—Consideration of Government of India, Ministry of

Health letter No. F. 1-52/56-D dated the 26th June, 1957 containing proposal

for recognition of preparations covered by the earlier editions of the Pharma-
copoeias and amendment of the Drugs Act, 1940.

28. The Board discussed the recommendations made by ‘the Drugs
Consultative Committee regarding recognition of the earlier editions of
pharmacopoeias and agreed that :—

(1) The earlier editions of the prescribed pharmacopoeias need not be
recognized. as “standards” under Rule 124 of the Drugs Rules
and that the present provision in the Schedule of the Drugs Act
recognising the current editions of the prescribed pharmaco-
poeias should be continued.

(2) Necessary amendments should be made so as to permit Govern-
ment Analysts to employ any tests to establish the identity, purity
and the strength of the items wherever adequate tests were not
laid down for this purpose in the prescribed pharmacopoeias.

The Board. however, felt that the recommendation of the Drugs Con-
sultative Committee that the formula of patent and proprietary medicines
should be approved by the Central Government was not capable of being
implemented in practice at this stage.

Itemn 20 of the Agenda—Consideration of Government of India, Ministry of
Health letter No. F. 1-39/57-D, dated the 27th June, 1957 containing com-
ments received on the draft standards for “Crude Liver Extract for paren-

teral administration” for inclusion in Schedule F. :

29. The Board appointed the following sub-committee to examine the
comments received from various sources on the provisions for Injection of
Liver Extract Crude :—

1. Dr. J. N. Ray.

2. Shri B. V. Patel

3. Dr. M. L. Gujral.

4. Dr. P. K. Ghosh, and

5. Shri P. S. Ramachandran.

S R e
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The following resolution, which was moved by Dr. A. C. Chatterji
and seconded by Dr. G. P. Srivastava, was passed :—

“Resolved that the sub-committee’s report to be submitted to the
Chairman who is authorized to-finalize it and forward it to Gov-
ernment for necessary action.”

Item 21 of the Agenda—Any other items with the approval of the Chair

1 n read out the letter (Appendix I) received from Dr.
P: K?Oé}gog; g;lgermr:'i K. K. Sen Gupta in which notice had been given of
a resolution proposed to be moved by them. The members discussed the
question as to what would be the status and functions of the Central Drugs
Laboratory and State Government laboratories should the proposal to
expand and adopt the Customs Laboratories for the purpose of prelimi-
nary testing work under the Drugs Rules be accepted by Government. Drs.
P. K. Ghosh and A. C. Chatterji raised certain points for clarification and
the Chairman suggested that they should send a note containing their views

on the subject for further examination.

31. The meeting terminated with a vote of thanks to the Chair.

10—1M of Health/58(18th Meeting)
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1. “We view with grave concern veports on manufacture of spurious
drugs by unscrupulous persons To prevent this we recommend that—

“ (1) Steps be taken to immediately increase the number of Drug In-
spectors in the diflerent States.

(2) The Drug Rules be so mod:fiad as to enable the Drug Inspectors
have the power like Police Officers to scal the suspected goods immediate-
Iy, This simple power will prevent at once the removal or replacement of
spurious or adulterated drugs by the offencler concerned.

Lastly. we do not know how the amendments to Drug Rules, 1945
have been modified after the Confercnce at New Delhi on 24-1-1957. May
we please have some information on this subject, if they are not already
being circulated for this meeting.

Yours faithfully,

{Sd.) P. K. GuosH,
AND

. K. SeN GUPTA.
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