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MINUTES OF THE SIXTEENTH MEETING OF THE 

DRUGS CONSULTATIVE COMMITTEE HELD AT 

NEW DELHI ON THE 28TH AND 29TH NOVEMBER, 1972.

Welcoming the members the Chairman stated  that although the 

Drugs Consultative Com m ittee generally meets once a year, the provocation 

for this rather speedy meeting (the second one within a period of 12 months) 

was the "Pipmol" incident in Tamil Nadu. The Pipmol incident, he said, 

had shaken the confidence of the medical profession in the quality of drugs 

manufactured by Indian firms tha t is to say 100% Indian firms as distinct 

from foreign subsidiaries in this country. In particular, the products of

the small-scale sector of the drug industry have become suspect in quality.

Three measures, the Chairman added, would deserve the consideration of 

the members, namely

a. M anufacturers must be made to te st all raw m aterials used

in drug manufacture.

b. the com plete composition of each preparation which covers

particulars of active ingredients, with those of excipients, 

solvents, flavouring and colouring agents etc . must be made 

available to the licensing authority by the manufacturers, 

and,

c. Measures necessary for tightening of the tests carried out 

by the "Approved Laboratories" and the procedure to be

followed for sampling in such cases need to be discussed and settled.

Advertising to inspection of the Pharmaceutical services and the 

Stores Organisation in hospitals, the Chairman said that the experience 

of the Central Drugs Control Organisation indicates that if sustained efforts 

in this direction are kept up, the quality of hospital services can be improved
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substantially. He appeals to the Drugs Control authorities o f the Punjab, 

Haryana, U.P., Bihar, Rajasthan, West Bengal, Orissa, Assam, Andhra Pradesh 

and Madhya Pradesh to pay greater attention to inspections o f hospitals. 

Similarly, he suggested tha t inspection of firms on which orders are placed 

by the D.G.S. <5c D. should be done jointly by the S tates and C entral Drugs 

Control Organisation.

Re-ferring to the "Intensified Drugs Sampling Programme" initiated 

by the Central Drugs Laboratory, the Chairman informed the Com m ittee 

tha t a fairly good measure of success had been achieved in assessing the 

quality of our essential drugs, namely, Cyanocobalamin, Vitamin Bj, Vitamin C 

and Chloramphonicol. The Central Drugs Laboratory, he said, would be 

embarking very soon on the next phase of the programme covering a new 

category of drugs.

Adverting to the subject of sampling of drugs, Chairman suggested 

that the Drugs Control a t the Centre and in the S tates should concentrate 

its attention on commonly-used items such as Aspirin tab lets, APC tablets, 

Ferrous sulphate tablets, Gripe Water, Calcium with Vit. D^, Eye drops 

and intments, anti-T.B. drugs. Prednisolone tablets e tc . as there was reason 

to doubt the quality of these preparations. If possible, it would be best 

if samples could be picked up from smaller towns and rural areas.

Considering the increased incidence of sub-therapeutic formulations, 

he advised to states to scrutinize carefully the applications received by 

them for manufacture of drug formulations so as to weed away sub-thera­

peutic or irrational combinations. He pointed out that the number of manu­

facturers of semi synthetic Penicillins, newer tranquilisers such as diazepam, 

etc. is steadily on the increase and that since the pharmacopoeial specifi­

cations of these drugs are difficult to conform to, the capabilities of the 

applicant firms to comply with the pharmacopoeial standards must be clearly 

established before they are licensed to  m anufacture these formulations.

Talking about the collection of date on the activ ities of the small 

scale units, the Chairman pointed out :hat out of 1996 firms, information
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regarding 799 firms was available so far and requested the State Drugs 

Control authorities to take personal in terest and expedite the remaining 

information about such firms. The over-all information would provide mean­

ingful points to the Drug Control Administration about the specific sector 

of the drug industry which need assistance both in regard to development 

of quality control consciousness as well as in respect of raw materials, 

equipment etc .

Turning to the developments in the Central Drugs Control Organi­

sation, the Chairman said tha t the Central Inspectorate would be strengthened 

soon and help the S tates to a greater extent. The training programme of 

inspectors was going on satisfactorily and the S tates should avail themselves 

of this programme. From 1st December, the Chairman stated , the Training 

programme for Analysts from States would commence a t the Central Drugs 

Laboratory, C alcutta. The tra ining programme in connection with the quality 

control over sera and vaccines carried out at the Central Research Institute, 

Kasauli was most instructive and useful. If sufficient number of persons 

are available for training, another batch could be trained a t the Central 

Research Institute, Kasauli.

The Chairman then acquainted the members with the Plan Schemes 

which a Task Force constituted by the Planning Commission had recommended 

for implementation in the Fifty Five Year Plan. Shri M.K. Rangnekar, 

Commissioner, Food & Drugs Administration, Maharashtra State and Shri 

P.S. Ramachandran, Drugs Controller (India) were associated with the work 

of the Task Force. The following broad recommendations of the Task Force 

were .

1. The adm inistration of food control and drug contdrol should 

preferably vest in a single authority,

2. The centre should assist the States by establishing atleast 

ten combined Food & Drug Laboratories, in States.
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3. Centre should extend financial assistance to S tates for consti­

tuting mobile squads complete with Police Personnel, w atchers

and fitted with wireless equipment for tackling spurious 

drugs and food adulteration,

k. Centre should assist sta tes for increasing the complement

of the Drugs Inspectorate.

These recommendations were under consideration of the Planning Commission. 

He suggested to the members that they should keep these recommendations 

in mind and include appropriate schemes in the S tate  sector of the Plan 

to  complement them.

The attention of the Comm ittee was drawn by the Chairman

to the increasing incidence of spurious drugs in the country. He told the 

members tha t strip-packed tablets resembling closely the most popular

brands of drug formulations in the m arket had been reported from Jammu

& Kashmir, Punjab and Haryana. The areas of Meerut and Agra, are reported

to abound in spurious drugs. Drugs fakers were also active in Bihar and

Madhya Pradesh. Tackling such an unlawful activity, he said, would need 

the help of plain clothed "Watchers", police assistance e tc . and suggested 

to the members that S tate Drugs Control Administration should discuss

with their respective Police Departments and enlist police help for carrying 

out raids etc . The Central Govt, could also write to the S tate  Govts, for 

assisting the Drugs Control Departments with Police personnel e tc . in case 

concrete proposals are made in this regard.

The Chairman said that 

the problem of spurious drugs was studied by the Task Force constituted 

by the Planning Commission in all its aspects. The Task Force recommended 

the setting up of anti-spurious squads in the S tates and the Centre. According 

to its recommendation, 50% of the cost in setting up these squads would 

be borne by the Central Government. The Planning Commission had agreed 

to the proposal in principle.

As for central assistance for setting up drug testing laboratories 

in S tates, Chairman stated that the m atter was taken up with the Planning
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Com-Tiission and the view of the Planning Commission was tha t sta tes should 

be helped to set up combined Food & Drugs Laboratories. During the Fifth 

Plan, ten such laboratories are proposed to be set up and effo rts  are being 

made to include this as a centrally sponsored scheme. Advance action 

on this scheme be continued, was proposed to be taken in the Fourth Plan 

itself.

Regarding misuse of Psychotropic substances, the Chairman 

agreed that control over such drugs should be exercised as in the case of 

narcotic drugs. He informed the members tha t the report of the sub-comm it­

tee of the Drugs Consultative Com m ittee for exercising control over the 

manufacture, sale, distribution e tc . of Psychotropic drugs was ready and 

that this report would be circulated to the members soon. At Chairman's 

request Dr. Gothoskar Dy.Drugs Controller (India) and M ember-Secretary 

of the sub-com m ittee apprised the members of the salient recommendations 

contained in the sub-com m ittee's report.

A separate schedule covering Psychotropic drugs would be included 

in the Drugs and Cosmetics Rules and provision would be made to  regulate 

their quantum of production. Distribution of drugs will be perm itted through 

only a limited number of bonafide dealers, as in the case of narcotic drugs. 

Stringent measure to regulate the prescription for such products have also 

been recommended. The sub-comm ittee however felt tha t the provision 

of the Drugs and Cosmetics Rules were inadequate to deal with the possession 

of Psychotropic drugs or with the quantitative export of such drugs. For 

this purpose, the Sub-Committee has recommended tha t the Drugs and Cos­

metics Act should be amended suitably. Dr. Gothoskar however, added tha t 

it was possible to amplify the scope of the Dangerous Drugs Act so as 

to cover Psychotropic substances and also to regulate through this Act, 

unauthorised possession of such substances by individuals and export of 

such substances.

Chairman promised to implement the recommendation of the 

Sub-committee as soon as they are received. He also stressed the need 

for State Drug Control Administration to be continuously vigilant over



the stock and sale of Psychotropic drugs such as "Mandrax" in and around 

areas where Colleges and Schools are located.

As regards sub-therapeutic preparations, the Chairman expressed 

th a t it would be be tte r to appoint a com m ittee of clinicians and pharm aco­

logists to advise in the m atter as is being done in M aharashtra S tate,

As for repair and maintenance of scientific and laboratory equip­

ment in the s ta te  analytical laboratories the Chairman suggested th a t there 

were two institutes one in Chandigarh and the other in C alcu tta  (M/s. N atio­

nal Instrument Ltd., Govt, of India undertaking, jadavpur, C alcu tta  - 32) 

which could heip in training the personnel of the states for servicing their 

equipment. Shri Rangnekar also desired tha t some guidelines as to the nature / 

type of instrutm ents and the sources from which these could be obtained 

in the country should be made available to the S tates. The Chairman agreed 

to  provide information in this respect.

On the misuse of brand names of drugs, the Chairman impressed 

upon the members that they should insist on National Formulary being adopted 
for purchasing the drugs mentioned therein. The medical profession was

not yet prepared for the abolition of brand names. The best thing, he said, 

would be to  prepare the medical profession to promote the use of generic 

names in prescribing.

At Dr. Mishra's instance the Com m ittee unanimously passed 

the following resolution :-

"Considering the increased incidence of spurious drugs, particularly

in S tates which do not have well organised drug control machinery.

Viewing with alarm the press reports on the increasing abuse

of Psychotropic substances particularly by the younger generation.

The Drugs Consultative Com m ittee resolves that

a. The S tate  Governments should be advised to establish special 

mobile squads manned by plain clothed watchers and police 

personnel and equipped with facilities for wireless communi­
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cation for investigating offences relating to the manufacture, 

sale and distribution of spurious drugs and the Central Govt, 

should extend financial assistance to the S tates for setting 

up such squads :

b. the recommendations made by the Sub-committee of the 

Drugs Consultative Com m ittee for exercising a control 

over the manufacture, distribution and sale of Psychotropic 

substances should be accepted by the Government and the 

necessary amendments proposed in the Drugs <3c Cosmetics 

Rules made expeditiously so tha t stringent control over 

the im port, quantitative production, distribution and use 

of these substances which are being abused, can be exercised. 

The provisions of the Dangerous Drugs Act should also be 

amended to cover Psychotropic substances so tha t the unau­

thorised possession by individuals and exports of these sub­

stances can be controlled under its provisions".

The regular agenda was then taken up for consideration of the

Committee.

ITEM NO.l

Confirmation of the minutes of the fifteenth meeting of the 

Drugs Consultative Com m ittee.

The minutes were confirmed.
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ITEM N 0.2

Action taken on the recommendations made by the Drugs Consul­

ta tive  Com m ittee a t its fifteenth meeting. (Annexure - 1)

The Chairman read out the note on action taken. The following 

decisions were taken :-

(i) Storage Conditions o f Antibiotics.

The Chairman said tha t the samples of anti-biotics drawn and 

tested  upto 30-1-72 in the first phase of the sampling programme 

indicated tha t the antiboitic preparations, when stored a t room 

tem perature in different parts of the country, keep well and 

are quite stable. He said tha t before taking final view, it would 

be b e tte r  to await the results of the te st on the next lot of 

samples during the second phase of the study.

(ii) Use o f Paraphenylene diamine in hair dyes.

Shri Rangnekar sta ted  tha t the m anufacturers of hair dyes in 

Bombay had represented to him against the melting point range 

of 145° - 147°C for pure Paraphenylene diamine, as recommended 

by the Drugs Consultative Com m ittee earlier. The m anufacturers 

felt tha t the melting point range varied from book to book and 

tha t paraphenylene diamine of 99.2% purity m anufactured by 

Farbenfabriken Bayer A.G.W. Germany had a melting point 

between 139.5°C to 140°C. He felt that it may be necessary, 

to modify the specifications with regard to the melting point 

range for the pure dye.

The Chairman said that this point had been examined by DR. 

Kaul, Dy. Drugs Controller (India), East Zone, C alcutta and 

his view was tha t as the Dutch Govt, regulations also perm it 

a lower melting point should be fixed a t 140°C provided the 

dye melting a t 140°C is absolutely free from impurities. The 

Com m ittee agreed that the melting point could be fixed at
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140°C a fte r the states of M aharashtra and Gujarat consult with 

the m anufacturers of hair dyes in their sta tes and confirm that 

the melting point of 140°C will be acceptable to them.

(iii) Central Drugs Control Organisation and the Inspectorate the 

question how best the inspectors could assist the States in ensuring 

uniform and stringent enforcement of the provisions of the D rugs 

& Cosmetics Act & Rules thereunder.

It was decided that the working paper prepared by Shri P. Bala- 

subramanyan, (Convenor) of the sub-comm ittee, (appointed by 

the Drugs Consultative Com m ittee to examine the question) 

in consultation with Shri Rangnekar, should be finalised after 

taking into consideration Dr. Kar's views in the m atter. Shri 

Rangnekar felt that it would be helpful if the Chairman could 

also be present a t the final meeting.

(iv) Consideration of the measures tha t should be taken to prevent 

the misuse of spirituous medicinal preparations.

The Chairman said that it was unfortunate tha t the sub-committee 

which was to survey the conditions responsible for misuse of 

alcohol and suggest remedial measures had not been able to 

m eet and hoped tha t it would complete its deliberations soon.

(v) Incorporation of Good Manufacturing practices under the Drugs 

and Cosmetics Rules. (Annexure - II)

The report of the sub-committee on the subject was considered. 

The Com m ittee agreed that, subject to the following changes, 

thereport should be accepted

i. In para 4 of Section VI of Annexure - I relating to "Manufac­

turing Controls and Directions" vide page 6 of the Annexure, 

the words "the following precautions shall be observed to 

prevent contamination" may be amended to read as "The 

following measures shall be adopted to prevent contamination
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or check observance of measures taken in this regard as 

the case may be

ii. In Item (iii) under Para 1 (a) of Annexure II the vide page 

1 of Annexure II the words "Capsules, dragees and powders" 

should be inserted between the words "tablets" and in final 

containers".

VI. Control over the Approved Testing Laboratories

The Chairman stressed the need for controlling the "Approved 

testing laboratories" and suggested tha t the desired objective 

of exercising necessary control and check over testing laboratories 

could be achieved by prescribing the conditions of approval 

of such laboratories under the Drugs and Cosmetics Rules. The 

Draft amendments to the Drugs and Cosmetics Rules recommended 

by the Sub-Committee were considered and agreed to, subject 

to the incorporation of the following changes in the report

(i) In the 'Explanation' given under sub-rule 2 of Rule 151 

(a) at page 1 of the Annexure, the words "including homoeo­

pathic drugs" should be inserted between the words "drugs" 

and "or Cosmetics".

(ii) In Rule 151 (C) at page 3 of the Annexure, the word "cancel­

led" may be substituted by the word "withdraw'-," and the 

period of "3 years" as specified therein amended to read 

"2 years".

The proviso under Rule 151 (c) may be amended to fall 

in line with similar provision relating to manufacturing 

and sales licences under the Drugs & Cosmetics Rules as 

amended by the Govt, of India, Ministry of Health & Family 

Planning Notification No.X-11014/ 12/72-D dated 5th June, 

1972 and provide for levy of additional fees on a monthly 

rate  for a period of 6 months from the date of expiry of 

the approval. If this is done, a proviso will also have to
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be appended in this regard to sub-rule 1 o f Rule 151 (a) 

and the additional fees payable per month specified separately 

for renewal o f the approval in the case o f approval for 

testing of (i) drugs specified in schedule C and C j and (ii) 

other drugs & Cosmetics.

(iii) In para ’g' under Rule 151 (D) a t page 4 o f the annexure, 

the words "as well as the licensing authority is located" 

should be deleted in view of the decision taken to delete 

Rule 151 (K).

(iv) Sub-clause 2 of Rule 151 0 )  a t page 6 o f the Annexure

may be recast so as to provide for appeal to  the S tate

Government.

(v) Rule 151 (K) a t page 6 of the Annexure should be deleted.

It was also agreed fhat the report of the sub-com m ittee should 

be revised in the light o f the above changes and the revised report circulated 

to the members.

ITEM N0.3(C)

Incorporation of additional provisions in Schedule M to the Drugs 

and Cosmetics Rules in respect of space and equipment for the m anufacture

of (i) absorbent Cotton Wool (ii) Tinctures (iii) Acids (iv) Fine Chemicals

(v) D isinfectants and (vi) insecticides. (Annexure IV)

The Com m ittee noted the Sub-com m ittee's recommendation 

that it would not be possible to lay down the minimum requirements in 

respect of space and equipment for the m anufacture of Acids, Fine Chemicals 

and Insecticides as these categories included a number of items of varying 

composition and the space and equipment required for their m anufacture 

would depend upon the nature & composition of the items to  be manufactured, 

the processes employed for m anufacture and the size of manufacture, the 

Committee also took note of the sub-com m ittee's recommendations tha t



i t  would also not be practicable to  lay down any requirem ents in respect 

of the minimum equipment and space under Schedule - M for m anufacture 

of Absorbent Cotton Wool in view of different type of equipment being 

in use by different manufacturing units in the country, the various processes 

involved e tc . D raft amendments proposed by the sub-com m ittee to  Schedule 

'M' regarding minimum requirements of space & equipment for m anufacture 

of Tinctures and Disinfectants were agreed to by the Com m ittee.

ITEM N 0.4 (i)

Review of progress of enforcem ent of Rules relating to  : (a)

Ayurvedic and Unani drugs (b) Homoeopathic drugs (c) Cosm etics and (d)

the testing facilities for these products.

The progress of enforcem ent of Drugs Rules relating to  Ayurvedic 

& Unani drugs, homeopathic drugs & Cosmetics e tc . was reviewed by the 

Chairman, he indicated tha t so far as Ayurvedic & Unani Drugs are concerned, 

s ta tes  like Maharashtra, Gujarat, Punjab, Mysore, Orissa and Delhi had 

already made considerable progress. The Govt, of Kerala were also expected 

to  issue a notification soon to enforce the Rules to control such drugs, 

he said. The S tate Drugs Control of U.P. and Madhya Pradesh stated  that 

steps were being taken in their respective states to enforce the Rules relating 

to  Ayurvedic and Unani drugs.

Regarding the Rules relating to homoeopathic medicines, the

Chairman stated tha t a survey of the present position of the enforcem ent 

of the Homoeopathic Rules in the various states indicated tha t these Rules 

had been brought into force in Delhi, Pondicherry, Kerala, Tamil Nadu,

Goa, Daman & Diu, West Bengal, Assam, Gujarat, Orissa, Haryana, Mysore, 

Bihar, Maharashtra Andhra Pradesh, Punjab and Chandigarh adm inistration. 

He informed the com m ittee that licences for manufacture and sale of these 

medicines had also been granted in these states except Pondicherry where 

no application for manufacturing or safe licences had been received. No 

manufacturing unit or sale establishment o f homoeopathic medicines operates 

in Himachal Pradesh.
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It was agreed tha t in Rajasthan which had not enforced Ayurvedic 

& Unani and homoeopathic Rules should taken early steps for their enforce­

ment.

The Com m ittee also recommended th a t S tates which have not 

enforced the Rules for control over cosm etics should do so as early as 

possible.

ITEM N 0.4 (ii)

Consideration of the question of perm itting the sale of Ayurvedic 

and Unani Drugs (manufactured in S tates where the Rules for control of 

Ayurvedic and Unani medicines have not been brought into force) in such 

States where the Rules have been brought into force.

The consensus view of the members was tha t all S tates should 

takel steps to enforce the Rules for control of Ayurvedic & Unani medicines 

as early as possible. However, till such tim e as the enforcem ent of these 

Rules in certain  sta tes is brought into force the Ayurvedic medicines manu­

factured by bonafide Ayurvedic firms in such sta tes should continue to 

be perm itted to be sold in other sta tes where the Rules relating to quality 

control over Ayurvedic & Unani drugs have already been brought into forc^.

ITEM NO. 5

Proposal to  introduce a rule in the Drugs and Cosmetics Rules 

to regulate and control the activities of approved laboratories which are 

engaged in the testing of drugs and pharm aceuticals as per the standards 

laid down in the Drugs and Cosmetics Rules.

The Chairman pointed out to the Com m ittee tha t the report 

of the sub-com m ittee setting out the manner in which the activ ities of 

the private analytical laboratories which have been approved by the S tate 

Drugs Control Authorities should be regulated, had already been accepted 

by the Com m ittee subject to  certain  amendments. The only question which 

still requires to  be considered is whether the samples tested  by these
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labortories should be taken by the s ta ff  o f the analytical laboratories instead 

of the samples being sent to  the laboratories by the m anufacturers. The 

Com m ittee felt tha t while it would be ideal if  analytical laboratories pick 

up samples, such a procedure may not be practicable especially if  the manu­

facturers are located in outstations.

ITEM N 0.6

Samples o f drugs manufactured by licensee situated  within other

S ta te  than the one in which the sample is seized and declared sub-standard

by the Government Analyst.

The Drugs Controller, Himachal Pradesh sta ted  tha t samples

of certain  preparations especially vitamin preparations, had been reported

to be not of standard quality and tha t whenever he brought such cases 

to the notice of the Drug Control authorities of the S tate  where the m anufac­

turers are located, no action was taken by the la tte r on the plea th a t the 

reference samples available with the m anufacturers were of standard quality. 

He enquired about the course o f action tha t should be taken by him in such 

cases.

After discussion, it was decided that

(i) the batch which was reported as not o f standard quality 

on te st should be withdrawn from the m arket.

(ii) In case it is found tha t the reference samples with the 

m anufacturers are of standard quality and the drugs moving 

in the m arket are not, the Drugs Controller of the S tate  

where the drugs are moving may refer the case to  the Zonal 

O fficer for making suitable investigations.

The Drugs Controller, Himachal Pradesh also desired to have techni­

cal advice on m atters relating to enforcem ent o f  quality control measures 

and for adm inistration of Drug Control in his S tate . The Chairman assured 

him tha t he would depute the Zonal O fficer, North Zone to Himachal Pradesh 

to study the specific problems and help him.
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ITEM N 0.7

Provision for sending samples of drugs to the S tate Drugs Control- 

jor .  Amendment of Section 23 of the Drugs and Cosmetics Act.

The Drugs Controller, Himachal Pradesh stated  that under Sec.23 

0f the Drugs and Cosm etics Act there was no provision for referring any 

part of the sample to  the S tate Drugs Controller where the manufacturers 

is located. This gave scope for m anufacturers to disown the sample seized 

and reported upon adversely or put forward false please tha t the control 

sample maintained by him is of standard quality. He desired tha t sec tio n ‘23 

should be suitably amended.

The other S tate  Drugs Controllers stated  tha t they had not 

faced any difficulty so far in regard to Section 23. The Chairman stated 

that unless it was absolutely necessary the Drugs and Cosmetics Act should 

not be amended.

ITEM NO.8

Definition of raw m aterials in the Drugs and Cosmetics Act

and Rules.

Shri Narasimhan stated  tha t under the Drugs and Cosmetics 

Rules, raw m aterials are required to be tested . Since the 'raw m aterial1 

has not been defined in the Pules, it is difficulty to make m anufacturers 

test pharmaceutical aids used in drug formulations.

The consensus view of the members was that "raw materials" 

are also deemed to be drugs within the meaning of Section 3(b)(i) of the 

Drugs and Cosmetics Act and tha t no amendment to define the term  'raw 

material' was therefore necessary.

ITEM N0.9

Colouring and flavouring m aterials.
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Shri. Narasimhan desired th a t some guidelines should be laid 

down as to what colours and flavouring m aterials should be perm itted to 

be Used in medicines as also the specifications for them.

It was mentioned tha t the list c f  colours perm itted to be used 

in drugs was being laid down in the Drugs and Cosmetics Rules and that 

the standards for these colours are given either in the Prevention of Food 

Adulteration Rules or in ISI specifications. These standards, the Com m ittee 

agreed, should be followed by m anufacturers.

ITEM NO. 10

Powers of Inspectors to draw samples of raw m aterials.

It was mentioned by Shri Narshimhan tha t under the Drugs & 

Cosmetics Act 1940 Drugs Inspectors are empowered to draw samples of 

drugs but tha t they have no powers to draw samples of raw m aterials. This, 

he said, seriously hampered investigations and desired tha t inspectors should 

be vested with powers to draw samples of raw m aterials as well.

The Chairman pointed out th a t raw m aterials are deemed to 

be 'drugs' within the meaning of Section 3(b)(i) of the Drugs & Cosmetics 

Act and the Drugs Inspectors can draw samples of raw m aterials.

IT E M N O .il

Prosecution of Manufacturer by the S tates where the offences 

are com m itted.

Shri Narasimhan stated  tha t the sta tes where m anufacturers 

are located are not willing to indicate the action taken against the defaulting 

firms or the action taken is not deterren t. He desired tha t where adequate 

' action has not been taken against such firms the S tates where offences 

are com m itted should be free to in itia te action against the m anufacturer.

The Chairman stated that notwithstanding the convention that 

action against manufacturers should be normally taken by the Drugs Controller
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of the State in which the m anufacturer is located, circum stances may arise 

in specific cases where action in the S ta te  where the offence was detected 

may have to be initiated. Similarly, in cases where the offence had assumed 

a certain measure of local importance, the normal convention in regard 

to prosecutions or other means may have to  be by passed and the s ta te  

where the deficiences or offences were detected  may have to take action,

ITEM N 0.12

Particu late  m atter in transfusions - use of second hand bottles.

Shri Narasimhan, Dy. Drugs Controller, Tamil Nadu, stated  tha t 

use of second hand bottles and poor quality plugs were responsible for com­

plaints regarding presence of particulate m atte r in transfusion bottles. 

He desires th a t measures on an All-India basis should be taken in regard 

to these aspects.

The Chairman pointed out th a t this point had already been consi­

dered earlier a t the fourteenth meeting of the Drugs Consultative Com m ittee 

held at Panaji, Goa. The Com m ittee re itera ted  its earlier recommendation 

that second-hand bottles should not be allowed to be used. The Com m ittee 

however saw no objection to m anufacturers of transfusion solutions being 

permitted to recall their bottles from hospitals e tc . and filling them.

ITEM NO.I3

issue of Press Release.

Shri Narasimhan Dy. Drugs Controller, Tamil Nadu, stated  tha t 

when drugs cause serious reactions and also death, it may become necessary to 

issue Press releases to warn the doctors and public against the use of such 

drugs. He desired tha t some specific provision should be made in the Drugs 

& Cosmetics Act to safeguard the in terests of the Drug Control authorities 

against legal claims for dangers in such cases.

The Com m ittee felt that where public health was in jeopardy,
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press notes can be issued in term s which could warn medical profession 

and the public tha t suspicion on has been cast on the quality safety  of 

a product and tha t pending confirmation of this suspicion and in the in terests 

of public health, the withdrawal from use of the product is advisable.

ITEM N0.14

Repacking of Schedule C (i) drugs.

The Com m ittee reiterated  its earlier decision tha t there is no 

specific provision in the Drugs <5c Cosmetics Rules for repacking of Schedule 

C (1) drugs and tha t as such repacking of Schedule C (i) drugs should not 

be perm itted.

ITEM N0.15

Approval of an item for manufacture which is official and appears 

to be sub-therapeutic.

Shri Pany brought to the notice of the  Com m ittee th a t m anufac­

turers apply for marketing of Pharmacopoeial preparations in doses which 

are lower than the "Usual dose" given in the monograph of the pharm aco­

poeias or which are interm ediate between lower and higher dosage levels 

specified therein and desired to know the procedure-that should be followed 

in regard to such preparations. The Chairman pointed out that this question 

was earlier referred to us by the Ministry of Finance as it was linked up 

with the question of levy of excise duty of patent and proprietary medicines. 

He stated  that the following decisions were taken :-

(i) In case of preparations where the pharmacopoeia lays down 

the "Usual Strength" and also specified the dose range, 

the preparations marketed in the "Usual Strength" or in 

a strength which falls within the dosage range specified 

therein may be deemed to be pharmacoipoeial.

(ii) Where the pharmacopoeia prescribes a dosage range for 

a preparation without specifying any "Usual Strength" the
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preparation should be in a strength which shall not be lower 

than the lowest dosage given in the pharmacopoeia.

(lii) Where a preparation is marketed in a strength lower than 

the dose specified in the pharmacopoeia and the m anufacturer 

takes the plea that the preparation is meant for paediatric 

use, evidence in support of marketing a preparation in lower 

strength should be adduced by the m anufacturer. The paedia­

tric  dosage given in the Indian Pharmacopoeia or the National

Formulary of India should be considered as guidelines by 

the administration. In addition, the m anufacturer of such 

preparations should also be required to show a distinguishing 

legend on the label reading, "For use of Children Only".

(iv) In the case of all preparations covered by the Pharmacopoeias 

irrespective of whether the "Usual Strength" is prescribed 

or not, where preparation marketed by m anufacturer contain 

drugs in quantities higher than the maximum dose prescribed 

in the pharmacopoeia such a preparation should be considered 

as a pharmacopoeial Dreparation. The Com m ittee agreed 

tha t the above decision should be adopted for guidance.

ITEM NO. 16

Practicability  of enforcement of the la test amendment to the 

Drugs & Cosmetics Rules regarding retail packing of all drugs by manufac­

turers.

Shri Pany, stated that the la test amendment to  Rule 105 of 

the Drugs and Cosmetics Rules requires tha t all drugs should be made availa­

ble for sale in retail packing. He stated  tha t m anufacturers in his sta te

find it difficult to comply with the requirement of Rule 105 as amended 

in view of the non-availability of strip-packing m aterial and moisture proof 

cellophane paper. He said that manufacturers also felt that enforcement 

of the amendment would also increase the cost of production and desired 

to know whether considering the difficulties of the manufacturers the
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enforcem ent of the Rule could be deferred or with held.

The Chairman explained that loose sale of tab lets and capsules

from bulk containers provided scope to unscrupulous dealers to substitute

drugs and as such it would be necessary that all drugs should be made availa­

ble in retail packing.

The Com m ittee decided that the enforcem ent of the amended

Rule 105 should not be withheld and that the enforcing authorities should 

remain firm in implementing it.

ITEM NO. 17

Freezing of stocks of drugs which are suspected to be adulterated

or spurious.

Shri Pany stated  tha t certain circulars to S tate  Drugs Control 

Administration advised the freezing of stocks of drugs which are suspected 

to  be spurious, misbranded or adulterated. He expressed difficulty in freezing 

stocks of such drugs in the absence of any specific provision in the Drugs 

& Cosmetics Rules for this purpose and desired tha t a suitable rule should 

be incorporated in the Drugs & Cosmetics Rules for the purpose.

The Chairman stated  that sub-section (c) of Section 22 of the 

Drugs and Cosmetics Act perm itted Drugs Inspectors to prevent the disposal 

of suspect drugs and that this should be adequate.

ITEM NO.IS

Provision for space for manufacture of Ayurvedic and Unani

Medicines.

ITEM NO. 19

Approval of Patent Ayurvedic Drugs,.

Since the representation of the State Govt, of Haryana was
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not present at the meeting thse items (18 and 19) were not discussed by 

the Committee.

ITEM N0.20

Suggestion tha t a provision in the Drugs & Cosmetics Rules 

should be made empowering the licensing authority to ask m anufacturers 

to withdraw the batches of adulterated or misbranded drugs.

Shri C. Gopalakrishnamurthy, desired tha t a provision should

be made under the Drugs & Cosmetics Rules, empowering the licensing

authorities to order the withdrawal of batches of adulterated or misbranded 

drugs.

Shri Rangnekar pointed out that preventing of sale of stocks 

of suspected drugs could be resorted to under sub-section (c) of Section

22 of the Act. Apart from this the provisions of sub-section (2) of Section 

31 could also be invoked whereby the court can be moved for confiscation 

of stocks in question. In view of these provisions the Com m ittee felt that

no further change in the Act or Rule was necessary.

ITEM N0.21

Proposal tha t Acetyl Salacylic Acid tablets IP should be required 

to be sold in tin containers to prevent hydrolysis of the product during

transportation or storage.

The Drugs Controller, Punjab informed the Com m ittee that 

certain samples of Acetyl Slicylic Acid tablets taken from the m arket,

on test, were found to be not of standard quality.

The contention of the manufacturing firms in such cases has

been that hydrolysis of the product was unavoidable despite all precautions 

during the process of manufacture. A provision should therefore be made 

that these tablets should be packed in moisture-proof metal containers.

The Chairman stated that while hydrolysis of tablets cannot
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be to tally  prevented, it was possible to minimise this process if m anufacturers 

took adequate precautions such as (a) dry method granulation (b) avoiding 

the use o f excipients which are hygroscopic (c) carrying out the tableting 

activ ities under dehumidified conditions and (d) adopting moisture proof 

containers and closures with desicating agents lodged inside separately. 

A leading m anufacturer of reputable quality of Acetyl Sliaylic acid tablets 

has subm itted a note in this connection and the Chairman promised to circulate 

the note to the members. It was further agreed tha t if despite these precau­

tions the products are found to deteriorate, m anufacturers should be com pel­

led to indicate a date of expiry of potency.

ADDITIONAL SUBJECTS DISCUSSED

ITEM N0.22

Reactivisation of S tate Drugs Advisory Boards.

The Chairman pointed out that representatives of the drug industry 

had already met the Union Health Minister ;n Bombay and tha t one of the 

points represented by them was that the S tate  Drugs Advisory Boards had 

not been constituted by many S tates and tha t in most of the cases where 

they were constituted the Boards have not been meeting regularly. The 

contention of the representatives from the drug industry and the drug trade 

was tha t m atters relating to the enforcem ent of the Drugs and Cosmetics 

A ct and allied legislations and the development of the drug industry and 

drug trade -could be attended to efficiently and harmoniously if representatives 

from the drug trade, the industry, the medical profession and consumer 

groups are consulted and taken into confidence. The Chairman requested 

the members to ensure that in their respective S tates the Drugs Advisory 

Boards are constituted where such boards have not been constituted so 

far and to make sure tha t they m eet regularly. On the part of the Central 

Drugs Control Organisation, he said that Ministry of Health would be approa­

ched to address the S tate Governments again in the m atter setting out 

the composition and functions of such Boards.
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At the instance of Shri Rangnekar i t  was also agreed th a t pro­

ceedings of the Drugs Consultative Com m ittee should also be furnished 

to the S tate Government in future. Resolutions passed and the salient 

recommendations made by the Com m ittee would also be circulated  to S tate

Governments.

ITEM N 0.23

Use of Screw caps and corks for Homoeopathic Medicines - 

Recommendations of the Homoeopathic Sub-comm ittee.

The Chairman stated  th a t shortage of good quality corks for 

bottles of Homoeopathic medicines had recently  been considered by a sub­

committee of the D.T.A.B. He mentioned th a t a member of the sub-comm it­

tee had informed th a t corks of good quality used in Homoeopathic were 

earlier imported from Portugal. Since these corks were not now available, 

some foreign m anufacturers were using screw caps made of plastic in place 

of corks and tha t it would be in the in terests  of the Homoeopathic Industry 

in this country to use similar screw caps for their products. The members 

were requested to bear this suggestion in mind so tha t the Homoeopathic 

medicine m anufacturers could be advised accordingly.

ITEM N 0.24

Loan Licences for manufacture of fine chemicals.

The question whether loan licences should be granted for the 

manufacture of fine chemicals was considered by the Com m ittee. It was 

felt that the question arose mainly for the m anufacture of chemicals for 

which raw m aterials are being allocated through the I.D.P.L. or cancalised 

agencies. The consensus view was tha t firms should set up their own units 

for manufacture of basic chemicals and tha t wherever imported and canalised 

items were required for such m anufacture, no recommendations should be 

made by the S tate  Drugs Control Authorities in favour of loan licensees. 

Instead, increased allocations may be made in favour of the actual users 

to help them Utilise their capacities to the full. The Com m ittee further
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agreed tha t there should be no objection to  granting loan licences for fine 

chem icals if the raw m aterials involved are entirely  indigenous.

ITEM N 0.25

Discontinuance of A bortifacient preparations containing Ergot,

It was brought to the notice of the Com m ittee th a t certain 

abortifacient preparations containing Ergot were being licensed for m anufac­

ture by certain  sta tes and tha t such preparations were harmful and dangerous. 

The Chairman informed the Com m ittee tha t in West Bengal all the m anufac­

turing licences granted earlier far such preparations had been withdrawn

and tha t similar action should be taken by other S tates. It was agreed tha t 

all the S tates should also implement action in this regard in the same manner 

as West Bengal.

Ergamin caps (Amber Res and Pharm, Bombay), Ergadol caps 

(B.P. Lab., Bombay), Erasule caps (Pharmpack, Bombay), Ergotab with Hor­

mones (Jagson Pal, Delhi), Ergoplex caps (Dipsan Lab., New Delhi), Ergacap 

caps (Mercury Pharm aceuticals, Baroda) were some of the preparations

which had been brought to the notice of the Central Drug Control Organi­

sation in this connection.

ITEM N0.26

Check on the misuse of 'Mandrex1.

Dr. P.K. Mishra, Drugs- Controller, Delhi Adm inistration stated

tha t the misuse of 'Mandrex' was wide-spread. In his opinion the use of 

the drug should be stopped and if this was not possible its production should 

be drastically curtailed by the m anufacturer located in Bombay.

Shri Rangnekar was of the view tha t merely curtailing the produc­

tion of the drug would not achieve the desired objective of preventing its 

misuse but might on the other hand, crea te  a shortage for bonafide use. 

The correct solution would be to regulate its sale and distribution through

160



a limited number o f bonafide dealers and to  bonafide consumers.

The Chairman pointed out tha t psychotropic drugs have legitim ate 

medical use and have not been banned in any country. He felt that while 

it would not be desirable to interfere with the production of the drug, steps 

should be taken to regulate its sale and distribution to  curb the misuse 

of the drug. ,

After discussion, it was agreed that Shri. Rangnekar would direct

the manufacturers of "Mandrex" and similar preparations to furnish every

month to other State Drugs Control Authorities, a statem ent showing the

quantities despatched, the particulars of firms to whom the drug is supplied 
etc. to enable a stringent watch being kept over the sale of the drug and

to frequent check of the prescriptions for it. The Chairman requested the 

members to continue to maintain a special check on the sale of psychotropic 

drugs by dealers located near schools, colleges and universities.

ITEM N0.27

Control over advertisem ents of diseases under the Drugs and 

Magic Remedies (Objectionable Advertisement Act, 1954).

Shri Shanbhogue desired to know whether action can be taken 

to amend the Drugs and Magic Remedies (Objectionable Advertisements) 

Act to cover advertisem ents relating to  trea tm ent of the diseases mentioned 

in the Schedule to the said Act without mentioning any names of drugs. 

He stated tha t certain  doctors advertise extensively in the newspapers 

that they trea t many of the diseases, covered by the Schedule to the Act, 

move from station to station, and make big money. Unless such activities 

are regulated, the public are likely to be cheated.

The Chairman stated  tha t when the Drugs and Magic Remedies 

(Objectionable advertisements) Act was amended last time, the view taken 

by the Union Law Ministry on this point was that unless an advertisement 

specifically mentioned the name of a drug or a drug and connected it with 

the diagnosis, m itigation, treatem ent or cure of and of the diseases included
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in the Schedule to the Act, it would not be possible to take action under 

the Drugs and Magic Remedies (Obj. Advts.} Act. It would be advisable, 

he said, if the Law Ministry of the S tate Governments could be asked to 

examine whether action in such cases could be taken under any other Act.

Shri Shonbhogue also reported that trea tm en t of venereal and

sexual diseases and other diseases that fell within the purview 

to the Schedule to the DMR (OA) Act, was being offered through corres­

pondence, newspapers and journals and this invariably resulted in patients 

medicating themselves.

A fter discussion, the Com m ittee agreed tha t details about such 

m alpractices should be collected from the States and tha t the Union Ministry 

of Health should be apprised of these activities and the inability of the 

S tate  Drug Control Organisation to take* any action under the Drugs and

Magic Remedies (Obj. Advts.) Act and that it would be advisable for the

Central Government to examine what action can be taken to regulate such 

activities.

ITEM N0.28

Supply of drugs manufactured by one hospital to  another hospital.

Shri Shanbhogue drew the Com m ittee's attention to item 5-A

of Schedule K to the Drugs and Cosmetics Rules which exempted a hospital

from taking out a sale licence subject to certain conditions, and enquired 

whether an inspector could be deputed to check whether the conditions 

under which the exemption was operative was being observed or not by 

hospitals. :

The Chairman said that Dr. 3.L. Kaul, Deputy Drugs Controller 

(India) East Zone, C alcutta had inspected a number of hospitals in West 

Bengal and Bihar and that he had not experienced any difficulties. On the 

contrary several hospitals welcomed such visits and have been getting samples 

of drugs tested  through the Central Drugs Laboratory. Frequent inspection

of hospitals and their medical stores would be advisable, as otherwise, the

Drugs Control authorities would come in for criticism  if some mishap were
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to result from the use of sub-standard and or deteriorated  drugs. Powers 

to inspect hospitals, in his opinion, implied powers to enforce the conditions 

under which hospitals have been exempted from the requirem ent of taking 

out sale licences under the Drugs and Cosmetics Act.

ITEM N0.29

Possession of Psychotropic drugs by individuals.

Dr. Khosla, Drugs Controller, Punjab enquired whether possession 

of Psychotropic drugs such as barbiturates e tc . by individuals in quantity 

for in excess of that needed for personal use could be proceeded with under

the provisions of the Drugs & Cosmetics Act and Rules thereunder.

The Chairman stated that no action would be possible under

the Drugs & Cosmetics Act. However, if the provisions of the Dangerous

Drugs Act are amended to cover Psychotropic substances, unauthorised 

possession of such drugs by individuals could be controlled. This aspect 

would be taken up with the Ministry of Finance.

ITEM N0.30

Sale of drugs by hospitals to patients a t exorbitant prices.

Dr. Khosla and Shri N. Chandrasekhara Nair, pointed out that 

several private hospitals sold medicines to  the patients a t exorbitant prices 

inspite of the fact that these institutions got such drugs a t considerable 

reduced prices from the manufacturers. They desired that some restrictions 

should be placed on the activities of such hospitals. -

The Chairman stated that if the S tates furnished a note giving 

the facts and figures about the points referred to by them, the question 

as to what action could be taken would be examined.

The meeting term inated with a vote of thanks to the Chair.
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PART II

ANNEXURES TO THE MEETINGS



ANNEXURE -  I

N o t e  on t h e  a c t i o n  t a k e n  on t h e  M in u tes  o f  t h e  15th M e e t i n g  o f  t h e  D . C . C .
Item No.2 of 16th D.C.C. Meeting.

S.No. I t e m  No. D ec i s io n  T a k e n A c t i o n  T a k e n

OO

G e n e r a l  Discuss ions :  
Tra in ing  P r o g r a m ­
m e  in q u a l i ty  c o n ­
t r o l  o f  S e r a  and  
Vacc in es .
S p e c i a l  a r r a n g e ­
m e n t  for  t r a in in g  
Drugs  I n sp e c to r s  <5c 
t h e  }■- S t a t e  Drugs  
C o n t r o l  A u t h o r i t i e s  
in so far  as  c o n t r o l  
o v e r  t h e  qu a l i ty  o f  
S e r a  & V a c c ine s  is 
c o n c e r n e d ,  should 
be  m a d e .  A t  p r e ­
s e n t  t h e  S t a t e s  a r e  
d e f i c i e n t  in th is  
f ie ld.

E f f o r t s  would  b e  ma<flfe t o  a r r a n g e  for  a  s p e c i a l  t r a i n in g  
c o u r s e  for  S e r a  and  V a c c in e s  a t  K a s a u l i .

In p u r s u a n c e  o f  t h e  d e c i s i o n  t h e  f i r s t  
t r a i n i n g  c o u r s e  w a s  c o n d u c t e d  f ro m  
11 .9.72 t o  21 .9 .72  a t  t h e  C .R . I .  
K a s a u l i .  T h r e e  o f f i c e r s  f r o m  t h e  S t a t e  
a n d  t w o  o f f i c e s  f ro m  t h e  C e n t r a l  D rugs  
C o n t r o l  O r g a n i s a t i o n  a t t e n d e d  t h e  
c o u r s e .  T h e  s p e c i f i c  s u b j e c t s  t h a t  w e r e  
c o v e r e d  du r in g  t h e  10 d a y s  t r a i n i n g  
c o u r s e  w e r e  b r o u g h t  t o  t h e  n o t i c e  o f  
S t a t e  D rugs  C o n t r o l  A u t h o r i t i e s  v ide  
t h i s  d t e .  l e t t e r  N o . 3 8 - ^ / 7 2 - D ,  d a t e d
18 .8 .72.

Min imum  S t a n d a r d s  
f o r  s e t t i n g  up 
S t a t e  D rug  T e s t ing  
U n i t s  :
Dr.  (Mrs.) Khos la ,  
D r u g  C o n t r o l l e r ,  
P un ja b  f e l t  t h a t  i f  
D rugs  C o n s u l t a t i v e  
C o m m i t t e e  could 
p r o v i d e  and  r e ­
c o m m e n d  c e r t a i n

I t  w as  a g r e e d  t h a t  a  s u b - c o m m i t t e e  c o n s i s t i n g  o f  
Shri  B.V. P a t e l  ( C h a i r m a n ) ,  Shr i  K a t t i s h e t t e r  (M e m b e r )  
and  Dr.  P r e m  K. G u p t a  (M. Secy .)  shou ld  w ork  o u t  
t h e  d e t a i l s  and  r e c o m m e n d  t h e  m i n i m u m  s t a n d a r d s /  
r e q u i r e m e n t s  o f  a  d rug  t e s t i n g  l a b o r a t o r y  fo r  S t a g e s .

T h e  G o v e r n m e n t  o f  Ind ia ,  M in i s t r y  o f  
H e a l t h  a n d  F a m i l y  P l a n n i n g  a n d  
t h e  P l a n n in g  C o m m i s s i o n  a r e  no w  a c t i ­
v e l y  c o n s i d e r i n g  t h e  q u e s t i o n  o f  
e x t e n d i n g  f i n a n c i a l  a s s i s t a n c e  t o  
S t a t e s  for  e s t a b l i s h i n g  combined a n a l y ­
t i c a l  L a b o r a t o r i e s  for  food a n d  d ru g s .



1 2 3 4

m in im um  s t a n d a r d s  
t o  b e  s e t  u p  
by S t a t e s  in r e s ­
p e c t  o f  D rug  T e s t ­
ing Unit s ,  i t  would  
be  he lpful  t o  t h e  
a u th o r i t i e s  t o  i m ­
p res s  upon S t a t e  
Gov t-  t h e  p a t t e r n  
o f  L a b o r a t o r y  t h a t  
should be s e t  up.

t o  t e s t  v a r i o u s  t y p e s  o f  d rugs  and  t h a t  t h e  r e c o m m e n ­
d a t i o n s  s hou ld  a m o n g  o t h e r  t h in g s  c o v e r  t h e  o r g a n i s a ­
t i o n a l  a n d  s t a f f i n g  p a t t e r n  o f  s u c h  a  l a b o r a t o r y ,  
t h e  r e q u i r e m e n t  o f  s p a c e ,  t h e  f a c i l i t i e s  t o  b e  p r o v id e d  
in e a c h  o f  t h e  s e c t i o n s ,  e q u i p m e n t  n e e d e d  for  va r io u s  
t e s t s  and  t h e  q u a l i f i c a t i o n s  a nd  t h e  s a l a r y  s c a l e s  
t h a t  shou ld  b e  o f f e r e d  t o  t h e  D i r e c t o r  o f  t h e  Lab .  
a n d  o t h e r  T e c h n i c a l  p e r s o n n e l .

I t e m  -  2
Q u a l i t y  o f  d rugs  
suppl ied  by f i rm s  
t o  m a j o r  d r u g s  
pu rchas ing  o r g a n i ­
sa t ions .

C o n t r o l  o v e r  H o s ­
p i t a l s

In s p e c t io n s  shou ld  be  c o n d u c t e d  jo in t ly  by t h e  S t a t e  
and  C e n t r a l  D rugs  I n s p e c t o r  o f  f i r m s  w h ic h  supply  
d rugs  t o  m a j o r  d rug  p u r c h a s i n g  o r g a n i s a t i o n s .

I f  t h e  c o n d i t i o n s  o f  m a n u f a c t u r e  in h o s p i t a l s  a r e  
such  a s  t o  p o s e  a  p o s i t i v e  t h r e a t  t o  pub l ic  h e a l t h  
i n t e r e s t s ,  i t  w ou ld  b e  a d v i s a b l e  for  t h e  D ru g  C o n t r o l  
O r g a n i s a t i o n  t o  p a s s  on to  t h e  S t a t e  A d m i n i s t r a t i v e  
M e d ic a l  O f f i c e r  an d  to  t h e  S t a t e  G o v t ,  an  op in io n  to  
t h a t  e f f e c t .

M a h a r a s h t r a  S t a t e  D r u g s  C o n t r o l  A d ­
m i n i s t r a t i o n  h a s  p r e p a r e d  a  M ode l  P l a n  
fo r  s u c h  a  c o m b i n e d  F o o d  & D r u g  
T e s t i n g  U n i t .

Shr i  B.V. P a t e l ,  C h a i r m a n  o f  t h e  
s u b - c o m m i t t e e  s e t  up by D . C . C .  a t  i t s  
l a s t  m e e t i n g  a l s o  r e t i r e d  w . e . f .  2 .8 .72 .  
in view o f  t h e  p o s i t i o n  s e t  o u t  a b o v e ,  
i t  w a s  n o t  c o n s i d e r e d  n e c e s s a r y  
for  t h e  s u b - c o m m i t t e e  t o  m e e t .

Model  P l a n  for  a  c o m b i n e d  F o o d  
<5c D rug  T e s t i n g  U n i t  w o u ld  b e  c i r c u l a ­
t e d  t o  t h e  m e m b e r s  in d u e  c o u r s e .

The  de c i s io n  t a k e n  a t  t h e  l a s t  m e e t i n g  
w a s  c i r c u l a t e d  t o  a l l  S t a t e  D r u g  
C o n t r o l  A u t h o r i t i e s  v id e  t h i s  D t e .  
C i r c u l r  N o . 3 8 - 6 / 7 8 - D  d a t e d  2 9 .5 .7 2 .

T he  D i r e c t o r ,  C .D . I . ,  C a l c u t t a  h a s  
r e q u e s t e d  t o  a r r a n g e  fo r  a  m e e t i n g  o f  
t h e  G o v t ,  a n a l y s t s  a n d  t h e  l e a d i n g  
m a n u f a c t u r e r s  o f  c o s m e t i c s  a n d  s u g g e s t  
s p e c i f i c  a m e n d m e n t  t o  F o r m - 3 4  
a f t e r  c o n s u l t i n g  al l  t h e  i n t e r e s t  c o n ­
c e r n e d  so a s  t o  o b v i a t e  t h e  d i f f i c u l t i e s  
o f  G o v t ,  a n a l y s t s  in r e p o r t i n g  on 
s a m p l e s  o f  c o s m e t i c s  in F o r m - 3 4 .  T h e  
p r o p o sa l  when  r e c e i v e d  wi l l  b e  b r o u g h t  
f o r w a r d  fo r  c o n s i d e r a t i o n  o f  t h e  
C om m ittee .
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A m e n d m e n t  o f  
F o r m - 3 4  o f  t h e  
Drugs  and  C o s m e -  
t i c  s R u l e s .

S t o r a g e  C ond i t io n s  
o f  A n t i b io t i c s

The  D i r e c t o r ,  C e n t r a l  D rugs  L a b o r a t o r y  and  t h e  
h ead  o f  t h e  a n a l y t i c a l  l a b o r a t o r i e s  in B a ro d a  and  
M a h a r a s h t r a  shou ld  jo in t ly  m e e t  t h e  l ead ing  m a n u f a c ­
t u r e r s  o f  c o s m e t i c s  and  d i scuss  t h e  n a t u r e  o f  t e s t s  
t h a t  could p r a c t i c a l l y  be c a r r i e d  o u t  on c o s m e t i c s  
and  s u gge s t  s p e c i f i c  a m e n d m e n t  t o  F o r m - 3 4 ,  i t e m  
7 t h e r e o f .

A dec is ion on t h e  s t o r a g e  c o n d i t io n s  o f  A n t i b io t i c s  
will  be  t a k e n  a f t e r  t h e  r e s u l t  o f  t h e  Al l -Ind ia  Su rve y  
t h a t  is being  u n d e r t a k e n  a r e  known.

T he  D i r e c t o r ,  C .D . I . ,  C a l c u t t a  ha s  r e ­
q u e s t e d  t o  a r r a n g e  for  a  m e e t i n g
o f  t h e  G o v t ,  a n a l y s t s  and  t h e  l e d ing  
m a n u f a c t u r e r s  o f  c o s m e t i c s  an d  s u g g e s t  
s p e c i f i c  a m e n d m e n t  t o  F o r m - 3 4  arf ter  
c o n s u l t i n g  all  t h e  i n t e r e s t  c o n c e r n e d  so 
as  t o  o b v i a t e  t h e  d i f f i c u l t i e s  o f  G o v t ,  
a n a l y s t s  in r e p o r t i n g  on s a m p l e s  o f
c o s m e t i c s  in F o r m - 3 4 .  The  p r o p o s a l  
w h e n  r e c e i v e d  will  be  b r o u g h t  f o r w a r d  
for  c o n s i d e r a t i o n  o f  t h e  C o m m i t t e e .

T h i s  D i r e c t o r a t e  h a d  f o r m u l a t e d  
a  S c h e m e  an d  c i r c u l a t e d  i t  t o  t h e  S t a t e  
D rugs  C o n t r o l l e r s ,  Z o n a l  O f f i c e r s  an d  
t h e  G o v t .  A n a l y s t s  t o  c a r r y  o u t  t h e  
s tu d y  on t h e  s t a b i l i t y  o f  a n t i b i o t i c  
p r e p a r a t i o n s  c h o s e n  for  t h e  p u r p o se  a n d  
s t o r e d  a t  room  t e m p e r a t u r e  in d i f f e r e n t
p a r t s  o f  t h e  c o u n t r y  vide  L e t t e r  No.
5 3 - 9 / 7 0 - D  d a t e d  29 .1 .72 .

7. S t a n d a r d s  for  s u r ­
g i c a l  D ress ings

T h e  c o n s e n s u s  
view o f  t h e  m e m ­
be rs  was  t h a t  t h e  
s t a n d a r d s  for s u r ­
g i c a l  d r e s s i n g s  
should be r e a l i s t i c  
enough  so t h a t  t h e  
supply line is n o t  
a d v e r s e ly  a f f e c t e d  
when  t h e s e  s t a n ­
da rds  a r e  e n f o r c e d .

The c h a i r m a n  s u g g e s t e d  t h a t  t h e  c o m m e n t s  o f  S t a t e  
Drugs  C o n t r o l  a u t h o r i t i e s  on t h e  a m e n d m e n t s  t o  
IP m onogra ph  on 'A b s o r b e n t  C o t t o n  Wool'  and  A b s o r ­
b e n t  L in t '  and  d r a f t  s t a n d a r d s  on 'A b s o r b e n t  g u a g e '  
and  'B andage  C l o t h '  w h ich  had  b e e n  c i r c u l a t e d  by 
t h e  D te .  to  t h e  S t a t e  Drugs  C o n t r o l  a u t h o r i t i e s  shou ld  
be furni shed w i th in  a  p e r io d  o f  one  m o n th  a f t e r  
consu l t in g  t h e  m a n u f a c t u r e r s  o f  S u rg ic a l  D res s ings  
in t h e i r ,  s t a t e s  so t h a t  t h e  s t a n d a r d s  for  s u rg i c a l  
d ress ings  cou ld  be  f ina l is ed  in t h e  l igh t  o f  t h e  c o m ­
m e n t s  r e c e iv e d .

So f a r  as  a m e n d m e n t s  t o  IP m o n o g r a p h s  
on ' A b s o r b e n t  C o t t o n  Wool'  a nd  ' A b s o r ­
b e n t  l in t  a r e  c o n c e r n e d ,  t h e s e  a r e  be ing  
c o n s i d e r e d  by a  P a n e l  o f  t h e  I .P.  C o m ­
m i t t e e  fo r  inc lus ion  in t h e  s u p p l e m e n t  
t o  IP.  D r a f t  s t a n d a r d s  on ’A b s o r b e n t  
G u a g e '  an d  'B a n d a g e  C l o t h s '  wou ld  be  
r e v i s e d  in t h e  l igh t  o f  t h e  c o m m e n t s  
r e c e i v e d  f rom  S t a t e  D rugs  C o n t r o l l e r s  
and  t h e  I n d u s t ry  and  a r e  p r o p o s e d  t o  
be  i n c o r p o r a t e d  in t h e  D rugs  <5c C o s m e ­
t i c s  R u le s .  T h e s e  d r a f t  r e v i s e d  s t a n ­
d a r d s  will  be  p l a c e d  b e f o r e  t h e  D .T .  
AiB.  for i t s  c o n s i d e r a t i o n .



] 2 3 4

fsj

C e n t r a l  D r u g s  
C o n t r o l  O r g a n i s a ­
t ion  and  t h e  In­
s p e c t o r a t e  t h e  
qu e s t io n  how b e s t  
t h e  i n  s p e c t o r s  
cou ld  a ss i s t  t h e  
S t a t e s  in en su r ing  
un i fo rm  and s t r i n ­
g e n t  e n f o r c e m e n t  
o f  t h e  prov is ions  
o f  t h e  Drugs  & 
C o s m e t i c s  A c t  &  
R u l e s  t h e r e u n d e r

C o n s i d e r a t i o n  o f  
t h e  ques t ion  w h e ­
t h e r  blood t r a n s f u ­
s ion Assembly  r e ­
c e i v i n g  s e t s -d i s -  
posal  type  should 
be c o n s id e r e d  as  
drugs.

I t  w a s  a g r e e d  t h a t  a  s u b - c o m m i t t e e  c o n s i s t in g  o f  
t h e  fol lowing m e m b e r s  shou ld  s u g g e s t  w a y s  and 
m e a n s  by wh ich  t h e  C e n t r a l  Drugs  I n s p e c t o r s  cou ld  
p lay a  m o r e  e f f e c t i v e  an d  m e a n i n g f u l  r o le  in a s s i s t i n g  
t h e  S t a t e s  in e x e r c i s i n g  s t r u i g e n t  q u a l i t y  c o n t r o l  
o v e r  d rugs  p a r t i c u l a r l y  t h o s e  mov in g  in i n t e r  s t a t e  
C o m m e r c e  :

Shri  M.K.  R a n g n e k a r ,
Dr A .C .  K ar ,
Shri  R.  B a l a s u b r a m a n y a n

( C h a i r m a n )
(M e m b e r )

( C o n v e n e r )

It  w a s  a g r e e d  t h a t  ISI should  be  a s k ed  t o  lay down 
s t a n d a r d s  for  t h e s e  s e t s  and  t o  a r r a n g e  for  t h e i r  
c e r t i f i c a t i o n .  T h e r e a f t e r  t h e  S t a t e  A d m i n i s t r a t i v e  
M ed ica l  O f f i c e r s  should  be  a s k e d  to  buy only t h o s e  
s e t s  w h ic h  b e a r  ISI c e r t i f i c a t i o n  m a r k .

10. I t e m  -  3(a)

Use  o f  p a r a p h e n y -  In t h e  l igh t  o f  t h e  a v a i l a b l e  d o c u m e n t s / r e f e r e n c e s ,
! e n e  d i a m in e  in t h e  c o m m i t t e e  r e c o m m e n d e d  t h e  fo l lowing s a f e
ha ir  dyes .  l im i t s  for  t h e  c o n t e n t  o f  p a r a p h e n y l e n e  d i a m in e

in ha ir  dye s  an d  a lso  t h e  s t a n d a r d s  for  i t : -

1. M a x im u m  l im i t  o f  4 .00%  p a r a p h e n y l e n e  d i a m in e  
in ha ir  dyes  m a r k e t e d  in so lu t ion  fo rm .

Sh. B a l a s u b r a m a n y a n ,  C o n v e n e r ,  w a s  
r e q u e s t e d  to  t a k e  n e c e s s a r y  a c t i o n  
in t h e  m a t t e r  a n d  l e t  us h a v e  t h e  
r e c o m m e n d a t i o n s  o f  t h e  s u b - c o m m i t t e e  
as  e a r l y  as  poss ib le .

The  r e c o m m e n d a t i o n s  o f  t h e  c o m m i t ­
t e e  a r e  s t i l l  a w a i t e d .  T h e  c o n v e n e r  
h a s  b e e n  r e m i n d e d  t o  e x p e d i t e  t h e  
r e p o r t .

T he  ISI has  b e e n  a s k e d  t o  t a k e  s t e p s  
t o  lay  down s t a n d a r d s  for  Blood  T r a n s ­
fusion  A s s e m b l y  R e c e i v i n g  s e t s  a n d  to  
a r r a n g e  fpr  t h e i r  c e r t i f i c a t i o n  a n d  l e t  
th i s  D i r e c t o r a t e  k now  t h e  a c t i o n  t a k e n  
in du e  c o u r s e .  T h e  S t a t e  A .M .O ' s  
will  be  a s k e d  t o  buy  on ly  t h e s e  s e t s  
w h ic h  b e a r  ISI c e r t i f i c a t i o n  m a r k ,  a f t e r  
h e a r i n g  f rom  ISI in t h i s  r e g a r d .

The  d e c i s io n s  t a k e n  w e r e  b r o u g h t  
t o  t h e  n o t i c e  o f  a l l  S t a t e  D ru g s  
C o n t r o l  A u t h o r i t i e s  v ide  t h i s  D i r e c t o ­
r a t e  C i r c u l a r  N o . 38 - 6 / 7 2 - D  d a t e d
29 .5 .72.
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2- When p a r a  p h e n y le n e  d i a m i n e  is m a r k e t e d  in 
powder  fo rm ,  i t  shou ld  b e  a l l o w e d  t o  be  so ld in 
a c o n c e n t r a t i o n  o f  20% and  in p a c k in g s  n o t  e x c e e d i n g
5 gr .  in w e ig h t .

3. Only t h e  p u r e  dy e  w i t h  a  m e l t i n g  p o i n t  b e t w e e n  
145° - 147°C shou ld  be  a l l o w e d  t o  b e  m a r k e t e d .

k .  The  m a t e r i a l  shou ld  b e  f r e e  f rom  i m p u r i t i e s  
such as  p - n i t r a n i l i n e  and  o r g a n i c  c h l o r i n e  c o m p o u n d s .

11. I t e m  No.4

hohO

C h e c k  ove r  q u a n t i ­
t a t i v e  p r o d u c t io n ,  
s a le  and  d i s t r i b u ­
t io n  o f  P s y c h o t r o ­
p ic  drugs.

A f t e r  di scuss ion  t h e  fo l lowing  d e c i s io n  w e r e  r e a c h e d :

1. A S u b - c o m m i t t e e  c o n s i s t in g  o f  Dr.  P .K .  M ishra ,  
Shri  B.V. P a t e l  an d  Dr.  S.S.  G o t h o s k a r  (C o n v e n e r )  
should e x a m i n e  w h e t h e r  a  s e p a r a t e  l e g i s l a t i o n  
should b e  e n a c t e d  or  t h e  e x i s t i n g  p rov is ions  
under  t h e  D rugs  6c C o s m e t i c s  A c t  would  be  
a d e q u a t e  t o  r e g u l a t e  t h e  q u a n t i t a t i v e  p r o d u c t i o n  
o f  p s y c h o t r o p ic  s u b s t a n c e s ,  t o  e n s u r e  t h e i r  d i s t r i ­
bu t ion  th r o u g h  a  l i m i t e d  n u m b e r  o f  d e a l e r s  and  
a g a in s t  p r e s c r i p t i o n  f ro m  R e g i s t e r e d  M ed ica l  
P r a c t i t i o n e r s  and  t o  m a k e  i t  m a n d a t o r y  on t h e  
p a r t  o f  . m a n u f a c t u r e r s  an d  d e a l e r s  t o  m a i n t a i n  
d e t a i l e d  r e c o r d s  in t h e  s a m e  m a n n e r  a s  in t h e  
c a s e  o f  n a r c o t i c  d rugs .  I f  h o w e v e r ,  s e p a r a t e  
l eg i s l a t io n  is c o n s i d e r e d  n e c e s s a r y  by t h e  s u b ­
c o m m i t t e e  d r a f t  l e g i s l a t i o n  shou ld  a l so  b e  s u g g e s ­
t e d  by it.

2. The  S t a t e  D rugs  C o n t r o l  O r g a n i s a t i o n s  shou ld  
m a i n t a i n  m o r e  f r e q u e n t  c h e c k  o v e r  t h e  s a le  
o f  P s y c h o t r o p i c  d rugs  e s p e c i a l l y  by d e a l e r s  l o c a t e d  
n e a r  schoo ls ,  c o l l e g e  and  U n i v e r s i t i e s .

1. T h e  s u b - c o m m i t t e e  ha s  m e t  a n d  
h a s  p r e p a r e d  a  r e p o r t  w h ic h  wou ld  
b e  c i r c u l a t e d  s h o r t l y .

2. It h a s  b e e n  s u g g e s t e d  t o  t h e  S t a t e  
D r u g s  C o n t r o l  A u t h o r i t i e s  t h a t  t h e  
D ru g s  I n s p e c t o r s  o f  t h e i r  r e s p e c t i v e  
S t a t e s  m a y  b e  a s k e d  t o  k e e p  a
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3. S a m p l i n g  o f  'M a n d r a x '  t o  M e d ic a l  p r a c t i t i o n e r s  
shou ld  be  s to p p e d .

4. S i n c e  t h e  M e d ic a l  p r a c t i t i o n e r s  o f  t h e  i nd ige nous  
s y s t e m s  o f  m e d i c i n e s  w ho  ha d  b e e n  r e c o g n i s e d  
a s  R e g i s t e r e d  M e d ic a l  P r a c t i t i o n e r s  by s o m e  
S t a t e  G o v t s ,  a r e  r e p o r t e d  t o  be  indu lg ing  f r e e ly  
in t h e  i s sue  o f  p r e s c r i p t i o n s  for  P s y c h o t r o p i c  
d r u g s ,  H e a l t h  M in i s t ry  shou ld  b e  r e q u e s t e d  to  
w r i t e  t o  S t a t e  G o v t ,  c o n c e r n e d  s u g g e s t i n g  t h a t  
suc h  M e d ic a l  P r a c t i t i o n e r s  a s  h a v e  ha d  no a c a d e ­
m ic  t r a i n i n g  in p h a r m a c o l o g y  an d  t h e r e p e u t i c s  
o f  a l l o p a t h i c  d ru g s  shou ld  not b e  r e c o g n i s e d  
a s  R e g i s t e r e d  M ed ica l  P r a c t i t i o n e r s  for  t h e  
p u r p o s e s  o f  t h e  D rugs  <5c C o s m e t i c s  R u le s .

f r e q u e n t  w a t c h  on t h e  s a l e  a n d  d i s ­
t r i b u t i o n  o f  P s y c h o t r o p i c  d r u g s  a n d  
t h e  b o n a f i d e s  o f  t h e  p r e s c r i p t i o n  
a g a i n s t  w h i c h  s u p p l i e s  a r e  m a d e .  In 
c a s e  t h e r e  is a n y  i n d i c a t i o n  t o  
show t h a t  u n s c r u p u l o u s  m e d i c a l  
p r a c t i t i o n e r s  h a v e  b e e n  p r e s c r i b i n g  
p s y c h o t r o p i c  d r u g s  i n d i s c r i m i n a t e l y ,  
t h e  q u e s t i o n  o f  l o g in g  a  c o m p l a i n t  
a g a i n s t  s u c h  p r a c t i t i o n e r s  for  
d i s c i p l i n a ry  a c t i o n  w i t h  t h e  S t a t e  
M e d ic a l  C o u n c i l  m a y  b e  c o n s i d e r e d .  
It  wou ld  b e  a l so  u s e f u l  t o  m a i n t a i n  
c o n t a c t  w i t h  t h e  l o c a l  M e d ic a l  
A s s o c i a t i o n  a n d  i m p r e s s  i t s  m e m ­
b e r s  t h e  n e e d  t o  p r e s c r i b e  P s y c h o ­
t r o p i c  d r u g s  t o  t h e i r  p a t i e n t s ,  
on ly  w h e n  d i c t a t e d  by c o n s i d e r a ­
t i o n s  o f  t h e r a p e u t i c  n e c e s s i t y .  
Th is  D i r e c t o r a t e  C i r c u l a r  N o . 2 0 - 2 9 /  
7 2 - D C  d a t e d  6 .3 .72  r e f e r s .

3. T he  M a n ag in g  D i r e c t o r  o f  M /s .  
R o u s s e l  P h a r m a c e u t i c a l s  (I) L t d s ,  
B o m b a y  h a d  a g r e e d  t o  s t o p  s a m p ­
l ing o f  M a n d r a x  t o  t h e  M e d ic a l  
P r o f e s s i o n .  T h e  C o m m i s s i o n e r ,
F . D . A . ,  M a h a r a s h t r a  h a d  b e e n  
r e q u e s t e d  t o  e n s u r e  t h a t  s a m p l i n g  
o f  m a n d r a x  t o  R . M . P . ' s  h a d  b e e n  
s to p p e d .

T h e  P h a r m a c e u t i c a l  j o u r n a l s  
h a v e  b e e n  a s k e d  t o  p u b l i s h  s u i t a b l e  
i n s e r t i o n s  in t h e i r  j o u r n a l s  t o  t h e  
e f f e c t  t h a t  in t h e  i n t e r e s t  o f  t h e  
p u b l i c  h e a l t h  P s y c h o t r o p i c  d r u g s  
s h o u l d  be s o l d  b y  d e a l e r s  o n l y
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12. I t e m  N o .5

C o n s i d e r a t i o n  o f  
p roposa l  f rom All 
M a n u f a c t u r e r s  O r -

The C o m m i t t e e  a g r e e d  t h a t  w h e r e v e r  e x p o r t e r s  
w a n t e d  to  show t h e  i n f o r m a t i o n  r e g a r d in g  t h e  n a m e  
o f  t h e  m a n u f a c t u r e r s ,  t h e  d a t e  o f  m a n u f a c t u r e ,  t h e

a g a in s t  p r e s c r i p t i o n s  f rom  R e g i s ­
t e r e d  M ed ica l  P r a c t i t i o n e r s  as  
r e q u i r e d  u nde r  t h e  Drugs  & C o s m e ­
t i c s  R u le s  for i n f o r m a t i o n  and  
o b s e r v a n c e  o f  t h e i r  m e m b e r s  
in t h e  d rug  t r a d e .

k .  The  G o v t ,  o f  India ,  M in i s t ry  o f  
H e a l t h  .& F .P .  w e r e  r e q u e s t e d  to  
im p r e s s  upon S t a t e  G o v t s ,  t h a t  p o ­
t e n t  d rugs  and  h a b i t  fo rm in g  or  
a d d i c t i o n  fo rm in g  d rugs  should  n o t  
be a l l o w e d  to  be  p r e s c r i b e d  by m e ­
d ica l  p r a c t i t i o n e r s  who  do n o t  pos ­
sess  any a c a d e m i c  q u a l i f i c a t i o n ,  
e x p e r i e n c e  and  k n o w le d g e  in t h e  
p r a c t i c e  o f  m o d e r n  m e d i c in e ,  and  
a lso  t o  ask  t h e  S t a t e s  l ike P u n ja b ,  
R a j a s t h a n  e t c .  who have  r e c o g n i s e d  
such  c a t e g o r i e s  o f  p e r s o n n e l  as  f a l ­
ling w i th in  t h e  p u rv ie w  o f  t h e  t e r m  
" R e g i s t e r e d  M ed ica l  P r a c t i t i o n e r s "  
vide  R u le  2 (ee) o f  t h e  Drugs  & 
C o s m e t i c  R u le s  t o  w i t h d r a w  such  
r e c o g n i s a t i o n .  The  M in i s t ry  h a v e  
i s s u e d  n e c e s s a r y  i n s t r u c t i o n  t o  
S t a t e  H e a l t h  D e p t t .  in t h e  m a t t e r  
vide  t h e i r  c i r c u l r  N o .X . l  1017020/  
72 -D  d a t e d  13.6.72.

The  t h r e e  p r o p o sa l s  o f  t h e  E x p o r t  
P r o m o t i o n  C o u n c i l ,  t o - g e t h e r  w i th  t h e  
d e c i s io n s  t a k e n  by t h e  D rugs  C o n s u l t a -



g a n i s a t i o n  ask ing  
for r e l a x a t i o n  in 
t h e  e n f o r c e m e n t  o f  
l abe l l ing  p rov is ions  
o f  Drugs  and  C o s ­
m e t i c s  m e a n t  for  
e x p o r t

d a t e  o f  e x p i ry  o f  p o t e n c y  and  t h e  b a t c h  No.  in 
t h e  fo rm  o f  a  c o d e  on t h e  l abe l  such  a  p r o c e d u r e  
m a y  be  a g r e e d  to  in t h e  c a s e  o f  e x p o r t e r s  who 
a r e  r e g i s t e r e d  w i th  t h e  b a s ic  C h e m i c a l s  and  Soap  
E x p o r t  P r o m o t i o n  C o u n c i l  p ro v id e d  t h e  d e t a i l s  o f  
such  c o d e s  a r e  fu rn i shed  t o  t h e  S t a t e  L ic en s in g  
A u t h o r i t i e s .  A p a r t  f rom  th i s ,  p a r t i c u l a r s  o f  e x p o r t s  
m a d e  u nde r  c o d e s  shou ld  be  fu rn i shed  by e x p o r t e r s  
t o  t h e  S t a t e  L ic ens ing  A u t h o r i t i e s  a s  and  w hen
t h e  e x p o r t s  a r e  m a d e .  The  C e n t r a l  D rug  C o n t r o l  
O f f i c e r s  o p e r a t i n g  a t  t h e  p o r t s  will  a lso  m a i n t a i n  
s e p a r a t e  s t a t i s t i c s  o f  such  e x p o r t s .  I t  w as  f u r t h e r  
a g r e e d  t h a t  t h e  i m p l i c a t i o n  o f  t h e s e  d e c i s io n s  on 
t h e  ind ige nous  d rug  i n d u s t r y  shou ld  be  r e v i e w e d  
a f t e r  s o m e t i m e .

2. As r e g a r d s  an e a r l i e r  r e q u e s t  m a d e  by t h e  Bas ic
C h e m i c a l s  and  Soaps  E x p o r t  P r o m o t i o n  C ounc i l  
t h a t  f o re ig n  f i rm s  shou ld  be  a l l o w e d  to  o p e r a t e  
in th i s  c o u n t r y  a g a i n s t  loan l i c e n c e s  e x c lu s i v e l y
for  e x p o r t  p u r pose s ,  t h e  c o m m i t t e e  f e l t  t h a t  f rom
t h e  po in t  o f  v iew o f  D rugs  & C o s m e t i c s  A c t ,  t h e r e  
shou ld  be  no o b j e c t i o n  t o  t h e  p roposa l .

3. T h e  th i r d  c o n c e s s i o n  a s k e d  for  by th e  B as ic
C h e m i c a l s  and  Soap  E x p o r t  P r o m o t i o n  C o u n c i l  w as  
t h a t  d ru g s  m e a n t  for  e x p o r t  should  n o t  be  m a d e  
to  show on t h e  l abe l  t h e  w o rd s  " M a d e  in India" .  
The  C o m m i t t e e  f e l t  t h a t  t h i s  w as  a r e q u i r e m e n t  
u n d e r  t h e  M e r c h a n d i s e  M arks  A c t  w h ich  w a s  a d m i n i s ­
t e r e d - by t h e  M in i s t ry  o f  F o r e ig n  T r a d e  and  t h a t  
t h e  counc i l  shou ld  be  a d v i s e d  to  a p p r o a c h  t h a t  Min is ­
t ry  in t h e  m a t t e r .

t i v e  C o m m i t t e e  on t h e s e  a t  i t s  l a s t  
m e e t i n g ,  w e r e  i n i t i a t e d  t o  t h e  G o v t ,  o f  
India  in t h e  M in i s t r y  o f  H e a l t h .  In 
p u r s u a n c e  o f  t h e  f i r s t  r e c o m m e n d a t i o n ,  
a  d r a f t  r u le  s u g g e s t i n g  a m e n d m e n t  t o  
R u le  94 w a s  p r o p o s e d  fo r  c o n s i d e r a t i o n  
o f  t h e  M in i s t ry  o f  H e a l t h  in c o n s u l t a ­
t ion  w i t h  t h e  M in i s t r y  o f  F o r e i g n  T r a d  
for  p e r m i t t i n g  t h e  e x p o r t  o f  d r u g s  l a ­
b e l l e d  in c o d e  G o v t ' s  d e c i s i o n  in 
t h e  m a t t e r  is a w a i t e d .

S in c e  t h e  i m p l i c a t i o n s  o f  t h i s  r e c o m ­
m e n d a t i o n s  h a v e  t o  b e  e x a m i n e d  by t h e  
M in i s t ry  o f  P e t r o l e u m  & C h e m i c a l s  
f rom  t h e  o v e r a l l  a s p e c t  o f  t h e  d e v e ­
l o p m e n t  o f  t h e  d rug  i n d u s t r y  in 
t h e  c o u n t r y ,  t h e  M in i s t r y  o f  H e a l t h  
h a v e  b e e n  r e q u e s t e d  t o  o b t a i n  t h e  c o n ­
c u r r e n c e  o f  t h a t  M in i s t r y  in t h e  m a t ­
t e r .  The  M in i s t ry  o f  H e a l t h  h a v e  r e ­
q u e s t e d  t h e  M in i s t r y  o f  P e t r o l e u m  & 
C h e m i c a l s  t o  e x p e d i t e  t h e i r  c o n c u r ­
r e n c e  in t h e  m a t t e r .

The  M in i s t ry  o f  H e a l t h  h a v e  b e e n  r e ­
q u e s t e d  t o  ask  t h e  E x p o r t  - P r o m o t i o n  
C o u n c i l  t o  a p p r o a c h  t h e  M in i s t r y  o f  
F o r e ig n  T r a d e  in t h e  m a t t e r .



13. Item N o.6

C o n s i d e r a t i o n  o f  
t h e  M e as u re s  t h a t  
should be  t a k e n  to  
p r e v e n t  t h e  misuse  
o f  s p i r i tuous  Medi ­
c in a l  p r e p a r a t i o n s .

1. The C h a i r m a n  was  a s k e d  t o  t a k e  up t h e  m a t t e r  
w i th  t h e  Minis t ry  o f  F ina n  c e  a t  t h e  C e n t r e  t o  
w r i t e  to  S t a t e  Exc i se  D e p t  s. for  r e g u l a t i n g  r e l e a s e  
o f  a lcoho l  and  to  r e s t r i c t  i t  for  p r e p a r a t i o n s  which  
a r e  n e c e s s a ry  for  m e d i c a l  p r a c t i c e .

2. To r e d u c e  t h e  l ibe ra l  s c a l e  o f  w a s t a g e  a l l o w e d  
to  m a n u f a c t u r e r s  which  o f f e r s  s c o p e  for  d ive r s ion  
o f  a lcoho l  for pu rposes  o t h e r  t h a n  b o n a f i d e  d rug  
m a n u f a c t u r e .

3. and To work  in unision w i th  t h e  S t a t e  D rugs  
C o n t r o l  a u t h o r i t i e s  in m a t t e r s  r e l a t i n g  to  r e l e a s e  
o f  a lcohol  and e x e rc i s in g  q u a l i t y  c o n t r o l  o v e r  p r o d u c t s  
p r o c e s s e d  wi th  a lcoho l .

A t  t h e  i n s t a n c e  o f  t h i s  D i r e c t o r a t e  
t h e  J o i n t  S e c r e t a r y ,  M in i s t ry  o f  H e a l t h  
had  w r i t t e n  d e m i o f f i c i a l l y  t o  t h e  
C h a i r m a n ,  C e n t r a l  B oa rd  o f  E xc i se  & 
C u s t o m s  in t h e  M in i s t ry  o f  F i n a n c e  to  
w r i t e  t o  t h e  S t a t e  E x c i s e  a u t h o r i t i e s  
who a r e  i n c h a r g e  o f  r e l e a s e  o f  a lcoho l  
t o  d rug  m a n u f a c t u r e r s  on t h e  a s p e c t s  
p in p o in t e d  by t h e  D rugs  C o n s u l t a t i v e  
C o m m i t t e e  and  a lso  on t h e  m a n n e r  
in w h ic h  t h e  p r o v is ions  o f  t h e  D rugs  & 
C o s m e t i c s  A c t  and  t h e  S t a t e  Exc i se  
L e g i s l a t i o n s  c o u l d  b e  l i g h t e n e d .

S in c e  t h e  r e p o r t s  r e g a r d i n g  a b u s e  
s p i r i tu o u s  m e d i c in a l  p r e p a r a t i o n s  e m a ­
n a t e d  f rom  c e r t a i n  a r e a s  in U .P . ,  t h e  
M in i s t ry  o f  F i n a n c e  h a v e  w r i t t e n  t o  t h e  
U .P .  G o v t ,  t o  t a k e  n e c e s s a r y  a c t i o n  in 
t h e  m a t t e r  and  fu rn ish  a  r e p o r t  in r e ­
g a r d  t o  t h e  m e a s u r e s  t a k e n  in t h i s  c o n ­
n e c t i o n .

The  Union  M in i s t e r  for  H e a l t h  h a v e  
a lso  w r i t t e n  t o  t h e  H e a l t h  M in i s t e r  
U .P .  t o  e x a m i n e  th i s  p r o b le m  in c o n s u l ­
t a t i o n  w i th  t h e  D i r e c t o r  o f  M ed ica l  
6c H e a l t h  S e r v i c e s  UP  an d  t h e  E xc i se  
a u t h o r i t i e s  in U .P .  an d  t a k e  s t e p s  to  
i m p l e m e n t  t h e  s u g g e s t i o n  a l r e a d y  c o m ­
m u n i c a t e d  to  t h e  D i r e c t o r  o f  M e d ic a l  <5c 
H e a l t h  S e r v i c e s .  The  M in i s t e r  for  
H e a l t h  in U .P .  has  s in c e  r e p l i e d  t o  fcay 
t h a t  t h e  m a t t e r  is r e c e i v i n g  his a t t e n ­
t io n .
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COto

It w as  f u r t h e r  a g r e e d  t h a t  a s u b - c o m m i t t e e  c o n s i s ­
t in g  o f  the fo l lowing m e m b e r s  should  su rve y  th e  
c o n d i t io n s  r e spons ib le  for m isuse  o f  a lcoho l  and 
su g g e s t  r e m e d i a l  m e a s u r e s

1. Dr.  P .K .  Mis ra ,  D .C . ,  Delh i ,  A dm n.
2. A dv i se r ,  I.S.M.,  Min. o f  H e a l t h
3. A dv i se r ,  H o m o e o p a th y ,  M in is t ry  o f  H e a l th  
U. Dr .  S.S. G o t h o s k a r ,  Dy.  D.C.(I) ,  ( C onve ne r )

1^. I t e m  N o .7

C o n s i d e r a t i o n  o f  
t h e  use o f  Po ly -  
t h y l e n e  c o n t a i n e r s  
for pack in g  drugs.

1. It would n o t  be d e s i r a b l e  t o  g r a n t  p e rm is s io n  
to  p a c k  l iquid O ra l  p r e p a r a t i o n s  in p o l y e t h y le n e  
c o n t a i n e r s  i r r e s p e c t i v e  o f  t h e  d e n s i ty  o f  t h e  m a t e r i a l  
used  for f a b r i c a t i o n  o f  t h e  c o n t a i n e r s  as, c o n t a i n e d  
in t h e  d i r e c t i v e  issued  by t h e  C o m m is s io n e r ,  Food

The p r o b le m  o f  m is u s e  o f  s p i r i tu o u s  
p r e p a r a t i o n s  wh ich  a r e  m a r k e t e d  as 
d rugs  c a n  be t a c k l e d  s q u a r l y  i f  G o v t ,  
ha v e  t h e  p o w e r  t o  r e g u l a t e  t h e  supply  
o f  a lcoho l  d e p e n d in g  upon  t h e  e s s e n t i a ­
l i ty  o f  t h e  p r e p a r a t i o n  a n d  t h e  e x t e n t  
t o  wh ich  i t  is u sed  in m e d i c a l  p r a c t i c e .  
If  th i s  p o w e r  is no t  t h e r e  t h e  c o n t r o l s  
t h a t  c a n  be  e x e r c i s e d  u n d e r  o t h e r  r e g u ­
l a t io n s  will  n o t  be  o f  a  s u b s t a n t i a l  
n a t u r e  t o  solve t h e  p r o b l e m .  The  
M in is t ry  o f  F i n a n c e  h a v e  b e e n  r e q u e s ­
t e d  by t h e  M in i s t ry  o f  H e a l t h  t o  o b t a i n  
t h e  a d v ic e  o f  t h e  M in i s t ry  o f  L a w  and  
J u s t i c e  r e g a r d in g  ba n  on i ssue  o f  a l c o ­
hol for m a n u f a c t u r e  o f  s p i r i tu o u s  
m e d i c in a l  p r e p a r a t i o n s  or  r e s t r i c t i o n  
on t h e  issue o f  a l c oho l .

The  s u b - c o m m i t t e e  has  n o t  b e e n  a b le  
t o  m e e t  so far .

T h e s e  dec is ions  h a v e  b e e n  b r o u g h t  t o  
t h e  n o t i c e  o f  All S t a t e s  D ru g s  C o n t r o l  
a u t h o r i t i e s  v i d e  t h i s  D i r e c t o r a t e  
C i r c u l a r  N o .3 8 - 6 / 7 2 - D  d a t e d  2 9 .5 .1 9 7 2 .



and Drugs Adm inistration, Maharashtra S ta te .

The C o m m i t t e e  a lso  r e c o m m e n d e d  t h e  fo l lowing 
l ines  o f  a c t i o n

(a) P e r m is s io n  c a n  be g r a n t e d  for  use  o f  high d e n s i t y
p o l y e t h y l e n e  ' c o m p l y i n g  w i th  ISI s p e c i f i c a t i o n s ,  
as  wel l  as  low d e n s i t y  p o l y e t h y l e n e  c o m p ly in g  w i th  
c o d e  p r a c t i c e  g iven  in d r a f t  ISI s p e c i f i c a t i o n s  for  
p ack ing  ca p su le s  an d  t a b l e t s  s u b je c t  t o  t h e  fol lowing
cond i t ions

(i) t h e  c o n t a i n e r s  a r e  m a n u f a c t u r e d  f rom  t h e  v irg in  
r aw  m a t e r i a l s .

(ii) t h e  c o n t a i n e r s  should  h a v e  t h e  m in i m u m  wall
t h ic k n e s s  o f  0.5 m m .

(iii)In c a s e  o f  t a b l e t s  or  c a p s u i e s  p a c k e d  in high
de n s i ty  o r  low d e n s i ty  p o l y e t h y l e n e  l a m i n a t e d  
f i lm bags ,  t h e  m in i m u m  t h i c k n e s s  in c a s e  o f  
low d e n s i ty  p o l y e t h y l e n e  shou ld  be  300 g u a g e  
(75 mic rons)  a nd  in t h e  c a s e  o f  high d e n s i t y
p o ly e th y le n e ,  t h e  s a m e  shou ld  be 200 g a u g e
(50 m ic rones ) .

(b) The  m a n u f a c t u r e r s  in t h e i r  own i n t e r e s t  should
o b t a i n  f rom  p o l y e t h y le n e  m a n u f a c t u r e r s  and  supp l i e rs ,  c e r t i f i c a t e s  t o  t h e  e f f e c t
t h a t  t h e  m a t e r i a l s  supp l i ed  by t h e m  c o n f o r m  t o  e i t h e r  d r a f t  ISI s p e c i f i c a t i o n s
C D C - 1 7 - 1 2  or  D O C - C D C - 1 7  (4009) as  t h e  c a s e  m ay  be  and  is i n s e r t  and  t h a t  
t h e  m a t e r i a l  c o m p l i e s  w i th  t h ic k n e s s  r e q u i r e m e n t s  a s  s t a t e d  a b o v e
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(c) U s e  o f  low d e n s i t y  p o l y e t h y le n e  for  s t r i p  pa c k ing  
o f  t a b l e t s  or  c a p s u l e s  m a y  be  p e r m i t t e d .

(d) As r e g a r d s  t r a n s f u s i o n  s o lu t ion ,  i t  w a s  a g r e e d  
t h a t  p l a s t i c  c o n t a i n e r s  for  t h e s e  shou ld  c o m p l y  
w i t h  USP s p e c i f i c a t i o n s .

15. I t e m  N o J

CJ
toto

N a sa l  P r e p a r a t i o n s  
c o n ta i n in g  Liqu id  
P a r a f f i n .

16. I t e m  No.9

C o n s i d e r a t i o n  o f  
t h e  q u e s t io n  w h e ­
t h e r  p r o d u c t s  c o n ­
t a in ing  h e x a c h l o r o -  
p h e n e  be  p e r m i t t e d  
t o  be  m a n u f a c t u ­
r ed  and m a r k e t e d  
in t h e  c o u n t r y  in 
view o f  t h e  r e p o r ­
t e d  t o x i c i t y  o f  h e -  
x a c h l o r o p h e n e  
t h ro u g h  skin a b ­
s o rp t ion .

It  w a s  a g r e e d  t h a t  in v iew o f  t h e  a d v e r s e  e f f e c t  
t h a t  a r e  a s s o c i a t e d  w i th  t h e  use  o f  L iqu id  P a r a f f i n  
in n a s a l  p r e p a r a t i o n s ,  i t  should  n o t  be  a l l o w e d  to  
b e  used  in such  p r e p a r a t i o n s .

1. A n e w  r u l e  should  b e  i n t r o d u c e d  in t h e  D rugs  
& C o s m e t i c s  R u le s  p r o h ib i t i n g  t h e  use  o f  H e x a c h l o r o -  
p h e n e  in c o s m e t i c s  p r e p a r a t i o n s .

2. D rug  m a n u f a c t u r e r s  shou ld  be  ad v i s e d  t o  r e m o v e  
h e x a c h l o r o p h e n e  f ro m  t h e i r  p r e p a r a t i o n s  an d  s u b s t i t u t e  
i t  by an a n t i s e p t i c  w h ic h  would  b e  e q u a l ly  e f f e c t i v e .

The  d e c is ion  w a s  c i r c u l a t e d  fo r  t h e  
g u i d a n c e  o f  t h e  D r u g s  C o n t r o l  A u t h o ­
r i t i e s  v ide  t h i s  d t e .  C i r c u l a r  N o . 38-6  
72 -D  d a t e d  29 .5 .72 .

1. D r a f t  r u le  p r o h ib i t i n g  t h e  m a n u f a c ­
t u r e  an d  i m p o r t  o f  c o s m e t i c s  c o n t a i n i n g  
h e x a c h l o r o p h e n e  u n d e r  t h e  D r u g s  <5c 
C o s m e t i c s  A c t  <5c R u l e s ,  h a v e  b e e n  
a p p r o v e d  by t h e  D .T .A .B ,  a n d  a r e  
u n d e r  p u b l i c a t i o n  for  e l i c i t i n g  p u b l i c  
c o m m i t t e e .

2. T he  r e c o m m e n d a t i o n  m a d e  by t h e  
D . C . C .  has  b e e n  c i r c u l a t e d  t o  a l l  S t a t e  
D ru g s  C o n t r o l l e r s  for  t a k i n g  n e c e s s a r y  
a c t i o n  vide  t h i s  D t e .  L e t t e r  N o . 38^-6/ 
72 -D  d a t e d  29 .5 .72 .  T h e  l a t e s t  d e c i s i o n  
o f  t h e  F o o d  & D ru g s  A d m i n i s t r a t i o n  
(USA) is t o  p r o h i b i t  t h e  u s e  o f  h e x a ­
c h l o r o p h e n e  in soa p  an d  o t h e r  t o i l e t o -  
r i e s .  F o l lo w in g  th i s  d e c i s i o n ,  t h e  M in is ­
t r y  o f  I n d u s t r i a l  D e v e l o p m e n t  h a v e  
b e e n  a s k e d  t o  c o n s id e r  t h e  im p o s i t i o n
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17. Item No.10

In spe c t ion  o f  Ma­
n u f a c t u r e r s  o f  s e r a  
and  v a c c ine s .

18. Item No. 12

If t h e  m a n u f a c t u r e r s  o f  s e r a  and  v a c c i n e s  do not 
a g r e e  w i th  t h e  f indings o f  i n s p e c t io n  by a Drugs  
In sp e c to r ,  Dr.  T hom as ,  D i r e c t o r ,  CR I ,  Kasau l i  cou ld  
be a s k ed  to  unde r  t a k e  a  r e c o r d  in s p e c t io n  o f  such 
m a n u f a c t u r i n g  p r e m i s e s .

CO00o

Sending  o f  s a m p le s  
( f i r s t  f ive t o  six 
b a t c h e s )  t o  t h e  
a p p r o v e d  t e s t i n g  
l a b o r a t o r y  for r e ­
c h e ck in g .

If t h e  L icens ing  a u t h o r i t y  in a  S t a t e  f e l t  t h a t  t h e  
t e s t i n g  f a c i l i t i e s  a v a i l a b l e  w i th  a  m a n u f a c t u r e r  
a r e  a d e q u a t e  and  b e t t e r  t h a n  t h o s e  a v a i l a b l e  w i th  
" A pproved  Tes t ing  L a b o r a t o r y " ,  s en d in g  o f  s a m p l e s  
t o  t h e  a p p rove d  t e s t i n g  l a b o r a t o r y  for  r e c h e c k in g  
m a y  no t  be in s i s ted  upon.

19. Item No. 17

R e p a c k in g  o f  Sc -  R e p a c k in g  o f  S c h e d u le  C .  d rugs  is n o t  p e r m i t t e d  
he d u ie  drugs.

unde r  t h e  Drugs  & C o s m e t i c s  R u le s  Bes ides ,  drugs  
and  m e d ic in e s  l i c e n s e d  t o  A / U s e r s  in t e r m s  o f  t h e  
ITC po l icy  c a n n o t  b e  sold a f t e r  r e p a c k in g  or  r e b o t t l i n g  
c a s e s  w h e r e  drugs  i m p o r t e d  a g a i n s t  A / U s e r s  l i c e n c e  
a r e  r e p a c k e d ,  should  be b r o u g h t  t o  t h e  n o t i c e  o f  
t h e  c o n c e r n e d .

o f  a  ban  on t h e  i m p o r t  o f  h e x a c h l o r o -  
ph e n e .

The  dec is ion  t a k e n  in r e g a r d  t o  i n s p e c ­
t ion  o f  m a n u f a c t u r e r s  o f  s e r a  an d  v a c ­
c in e s  w a s  c i r c u l a t e d  t o  t h e  S t a t e  D rugs  
C o n t r o l  A u t h o r i t i e s  vide  t h i s  D t e .  C i r ­
c u l a r  N o .3 8 - 6 / 7 2 - D  d a t e d  29 .5 .1 972 .

The  dec is ion  t a k e n  w as  b r o u g h t  t o  t h e  
n o t i c e  o f  t h e  S t a t e  D rugs  C o n t r o l  a u ­
t h o r i t i e s  v ide  C i r c u l a r  N o .3 8 - 6 / 7 2 - D  
d a t e d  29.5 .72  i ssued  by t h e  D t e .  
on t h e  s u b je c t .

The  dec is ion  w a s  c i r c u l a t e d  t o  t h e  
S t a t e  D rugs  C o n t r o l  a u t h o r i t i e s  vide  
c i r c u l a r  N o .3 8 - 6 / 7 2 - D  d a t e d  29 .5 .72 .

Aill t h e  S t a t e  D rugs  C o n t r o l  a u t h o r i t i e s  
h a v e  a lso  b e e n  r e q u e s t e d  s e p a r a t e l y  
v ide  th i s  D t e . C i r c u l a r  N o .3 8 - 6 / 7 2 - D  
d a t e d  8.9 .72  not t o  p e r m i t  t h e  r e p a c k ­
ing o f  S c h e d u le  C^ i t e m s  u n d e r  t h e
D rugs  & C o s m e t i c s  R u le s  a s  a g r e e d  
to  by l a s t  m e e t i n g .
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20. I t e m  No-18

In c o r p o r a t i o n  o f  
Good  M a n u f a c t u r ­
ing p r a c t i c e s  under  
t h e  Drugs  & C o s ­
m e t i c s  Rules .

Good M a n u f a c t u r i n g  p r a c t i c e s  should  be  g iven  lega l  
s t a t u s  by inc lus ion in t h e  Drugs  & C o s m e t i c  Rules .

A S u b - c o m m i t t e e  w a s  a l r e a d y  e n g a g e d  in th i s  
t a s k  and  t h a t  t h e  a m e n d m e n t  in t h e  Drugs  & C o s m e ­
t i c s  R u le s  t h a t  will  be  n e c e s s a r y  in th i s  c o n n e c t i o n  
will  be  e x a m i n e d  on r e c e i p t  o f  t h e  s u b - c o m m i t t e e ' s  
r e p o r t .

21. I t e m  N o .23

E n f o r c e m e n t  o f  
T e s t  o f  c o n t e n t  
u n i fo r m i ty  and d i s ­
solut ion  t e s t .

As r e g a r d s  d i s so lu t ion  t e s t ,  i t  was  a g r e e d  t h a t  a 
p a p e r  c i r c u l a t e d  by t h e  W.H.O.  on t h e  s u b je c t  should 
be  c i r c u l a t e d  t o  t h e  m e m b e r s .

22. I t e m  No.24

Inclusion o f  Drugs  
T e s t in g  L a b o r a t o r y  
r ies  in t h e  C e n ­
t r a l l y  s p o n s o r e d  
s c h e m e s .

The  m e m b e r s  w e r e  a s s u r e d  t h a t  t h e  q u e s t io n  o f  
c e n t r a l  f ina nc ia l  a s s i s t a n c e  t o  s t a t e s  for s e t t i n g  
up d rug  t e s t i n g  l a b o r a t o r i e s  will  aga in  be t a k e n  
up w i th  t h e  P lann ing  C o m m is s io n  in t h e  F i f t h  F iv e  
Y e a r  P la n .

The  r e p o r t  o f  t h e  s u b - c o m m i t t e e  on 
t h e  s u b je c t  has  s in c e  b e e n  r e c e i v e d  and  
c i r c u l a t e d  t o  t h e  m e m b e r s  o f  t h e  D .C .C  
v ide  th i s  D t e .  L e t t e r  N o .3 8 - 2 1 / 7 2 - D  
d a t e d  28 .9.72 for  c o m m e n t s .  It  has  
b e e n  r e c o m m e n d e d  by t h e  s u b - c o m m i t ­
t e e  t h a t  a d d i t i o n a l  p rov is ions  r e l a t i n g  
to  good m a n u f a c t u r i n g . p r a c t i c e  should  
be  s e t  o u t  in t h e  fo rm  o f  a  new 
s c h e d u l e  V w hich  has  b e e n  p r o p o s e d  by 
t h e  c o m m i t t e e .  C o n s e q u e n t i a l  c h a n g e s  
t h a t  would  be  n e c e s s a r y  in o t h e r  ru le s  
h a v e  also b e e n  p r o p o s e d  by t h e  c o m ­
m i t t e e .  The  p r o p o s e d  a m e n d m e n t s  will  
be c o n s id e r e d  by t h e  D .C .C .  on 28 th  
& 29 th  o f  N o v e m b e r ,  1972.

A copy  o f  a p a p e r  e n t i t l e d  " T he  I n t r o ­
d u c t io n  o f  D i s so lu t ion  t e s t  in P h a r m a -  
c o p o e i a l  S p e c i f i c a t i o n s " ,  by  Dr.
G.B.  Engel  C a n b e r r a  as  pub l ished  
by t h e  W.H.O.  w a s  c i r c u l a t e d  to  
t h e  m e m b e r s  vide  t h i s  ■ D t e .  l e t t e r  
N o .3 8 - 6 / 7 2 - D  d a t e d  6 .6 .1 972 .

The  M in is te r  for  H e a l t h  6c F . P .  had  
w r i t t e n  t o  M in i s t e r  o f  P la n n in g  r e g a r d ­
ing t h e  q u e s t i o n  o f  g iving  c e n t r a l  a s s i s ­
t a n c e  to  S t a t e s  fo r  bui ld ing  up t h e i r  
a n a l y t i c a l  l a b o r a t o r i e s .
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23. I t e m  No.26

P o s t  Im p o r t  c h e c k  
o f  I m p o r te d  raw  
m a t e r i a l s .

The C h a i r m a n  c o n c e e d e d  t h a t  t h e r e  m ig h t  be  c e r t a i n  
genu in e  d i f f i c u l t i e s  in c a r r y i n g  ou t  p o s t - i m p o r t  
c h e c k  on th e  use o f  i m p o r t e d  r aw  m a t e r i a l  by m a n u ­
f a c t u r e r s ,  bu t  such c h e c k s  shou ld  c o n t i n u e  to  be 
c a r r i e d  ou t  a s  t h e y  he lp  in k e e p in g  a  w a t c h  ove r  
th e  u t i l i s a t i o n  o f  r aw  m a t e r i a l s  i m p o r t e d  f rom a b ro a d .

The  P la n n in g  C o m m is s io n  has  s ince  
a g r e e d  in p r in c ip le  t o  p ro v id e  C e n t r a l  
a s s i s t a n c e  for  t h e  pu rpose .

T e n t a t i v e  p r oposa l s  for  prov id ing  
f in a n c ia l  a s s i s t a n c e  t o  S t a t e s  for  s e t ­
t ing  up c o m b i n e d  F ood  an d  D rugs  L a b o ­
r a t o r i e s  h a v e  b e e n  inc luded  in t h e  f i f th  
f ive  y e a r  plan  p roposa l s .

The  d e c is ion  w as  b ro u g h t  t o  t h e  n o t i c e  
o f  a l l  t h e  S t a t e  Drugs  C o n t r o l  a u t h o r i ­
t i e s  vide  th is  D i r e c t o r a t e  c i r c u l a r s  No.  
3 8 - 6 /7 2 - D  d a t e d  29.5.72 .

2 k .  I t e m  No-27

C o n t r o l  ov e r  t h e  
a p p r o v e d  t e s t i n g  
L a b o r a t o r i e s

The C h a i r m a n  s u g g e s t e d  t h a t  i t  would be adv i s a b l e  
to  w a i t  for  t h e  r e p o r t  o f  t h e  s u b - c o m m i t t e e  which 
is cons ide r ing  t h e  q u e s t i o n  o f  e x e r c i s i n g  c o n t r o l  
ov e r  p r i v a t e  L a b o r a t o r i e s  which  u n d e r t a k e  t e s t i n g  
o f  drugs  from m a n u f a c t u r e r s  who do n o t  h a v e  t h e i r  
own t e s t i n g  f a c i l i t i e s .  Such  l a b o r a t o r i e s  shou ld  be  
l i censed  unde r  t h e  Drugs  and  C o s m e t i c s  R u le s  and  
cond i t ions  im posed  on t h e i r  f u n c t ion ing .  Such  a  
provis ion  will f a c i l i t a t e  t h e  r e v o c a t i o n  o f  l i c e n c e s  
g r a n t e d  to  t h e s e  l a b o r a t o r i e s  w h e r e v e r  c o n s id e r e d  
n e c e s s a ry .

The  r e p o r t  o f  t h e  s u b - c o m m i t t e e  on 
l ic ens ing  o f  T e s t in g  L a b o r a t o r i e s  has  
b e e n  r e c e i v e d  and  c i r c u l a t e d  t o  
t h e  m e m b e r s  vide t h i s  D t e .  L e t t e r  No.  
3 8 - 2 1 /7 2 - D  d a t e d  28.9.72  for  c o m m e n t s  
The  s u b - c o m m i t t e e  is o f  t h e  view t h a t  
D rugs  & C o s m e t i c s  A c t  doe s  no t  
e m p o w e r  t h e  C e n t r a l  G o v t ,  t o  lay 
down ru le s  for  l ic ens in g  o f  T e s t in g  
L a b o r a t o r i e s  and  has  s u g g e s t e d  t h a t  
t h e  d e s i r e d  o b j e c t i v e  o f  e x e r c i s i n g  n e ­
c e s s a r y  c o n t r o l  and  c h e c k  o v e r  t e s t i n g  
l a b o r a t o r i e s  cou ld  be  a c h i e v e d  by 
p r e s c r ib i n g  t h e  c o n d i t io n s  o f  a p p ro v a l  
o f  suc h  l a b o r a t o r i e s  u n d e r  t h e  Drugs
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25 . I t e m  N o . 31
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M a n u f a c t u r e  o f  
p r e p a r a t i o n s  c o n ­
t a in ing  A y u rv e d ic  
a n d  a l l o p a t h i c  
drugs.

1. The  S t a t e  D rugs  C o n t r o l l e r s  should  e n s u r e  t h a t  
t h e  i n g r e d i e n t s  used  in such  p r e p a r a t i o n s  a r e  pu re  
and  c o n f o r m  to  p h a r m a c o p o e i a l  s t a n d a r d s  i f  th e y  
a r e  in c lu d e d  in any p h a r m a c o p o e i a .

2. The  A dv ise r  ISM should be  a s k e d  to  i n t r o d u c e  
a ru le  u nde r  C h a p t e r  IV A o f  t h e  Drugs  & C o s m e t i c s  
A c t  to  t h e  e f f e c t  t h a t  w h e r e  i n g r e d i e n t s  such  as  
p a r a f f i n  je l ly ,  E u c a ly p t u s  oi l,  m e n t h o l  e t c .  a r e  used  
for  t h e  m a n u f a c t u r e  o f  A y u r v e d ic  ( including Siddha)  
and unani  m e d i c in e s ,  t h e  s t a n d a r d s  for  such  m a t e r i a l  
should  be  t h o s e  g iven  in t h e  p h a r m a c o p o e i a  r e c o g n i s e d  
u nde r  t h e  o t h e r  c h a p t e r s  o f  t h e  D rugs  & C o s m e t i c s  
A c t .

26. I t e m  No.34

R u le  65  c o n d i t ions  
o f  Sa le  L i c e n c e -  
p rovis ion for  c o n ­
t a in ing  p h o t o g r a ­
phs o f  q u a l i f i e d  
persons .

The  l i c e ns ing  a u t h o r i t y  should issue i d e n t i t y  c a rd s  
w i th  p h o t o g r a p h s  t o  t h o s e  who  a r e  a c c e p t e d  as  
q u a l i f i e d  p e r s o n s  or  " R e g i s t e r e d  P h a r m a c i s t s "  under  
t h e  R u le s  and  t h e  l a t t e r  shou ld  be m a d e  to  c a r r y  
t h e  i d e n t i t y  c a r d s  w i th  t h e  p h o t o g r a p h  on t h e i r  
p e r s o n .  Such  qu a l i f i e d  pe r sons  should  a lso  be  r e q u i r e d  
t o  w e a r  c l e a n  w h i t e  o v e ra l l s  wh i le  work ing  on t h e  
s a le s  p r e m i s e s .

& C o s m e t i c s  R u l e s ^ D r a f t  a m e n d m e n t s  
h a v e  b e e n  p ro p o se d  by t h e  s u b - c o m m i t ­
t e e  in th i s  r e g a r d  in t h e  fo rm  o f  p a r t  
XV (A) t o  Drugs  & C o s m e t i c s  R u le s .  
The  r e p o r t  o f  t h e  s u b - c o m m i t t e e  
will  be c o n s id e r e d  by t h e  D ru g s  c o n s u l ­
t a t i v e  C o m m i t t e e  on t h e  2 8 th  Sc 29 th  
N o v e m b e r ,  72.

1. This  dec i s ion  w a s  c i r c u l a t e d  t o  t h e  
S t a t e  Drugs  C o n t r o l  a u t h o r i t i e s  for  in­
f o r m a t i o n  vide t h id  D t e .  L e t t e r  No. 
3 8 - 6 /7 2 - D  d a t e d  29 .5 .72.

The  A dv ise r ,  ISM w a s  r e q u e s t e d  t o  r e ­
fer  t h e  s u g g e s t io n  m a d e  by t h e  Drugs  
C o n s u l t a t i v e  C o m m i t t e e  t o  t h e  
A y u r v e d ic  D rugs  T e c h n ic a l  Adv iso ry  
Board  for  i t s  c o n s i d e r a t i o n .  H e  has  in­
f o r m e d  us t h a t  t h e  D .T .A .B .  ha s  a g r e e d  
to  t h e  p roposa l  and  s t e p s  a r e  now be ing  
t a k e n  to  i n t r o d u c e  a  new  r u le  in c h a p ­
t e r  IV. A o f  t h e  D rugs  Sc C o s m e t i c s  i c s  
A c t .

The  r e c o m m e n d a t i o n  o f  t h e  C o m m i t t e e  
w as  c i r c u l a t e d  t o  t h e  S t a t e  D rugs  C o n ­
t ro l  a u t h o r i t i e s  vide  t h i s  D t e .  C i r c u l a r  
N o .3 8 - 6 / 7 2 - D  d a t e d  29 .5 .7 2  for  n e c e s ­
s a ry  a c t i o n .
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27.  Item No.42

Q u e s t io n  o f  laying The C h a i r m a n  p r o m i s e d  to  m a k e  a v a i l a b l e  t o  t h e
d o w n  g u i d e l i n e s  Delhi  Drugs  C o n t r o l  A d m i n i s t r a t i o n  s u i t a b l e  gu id e l in e s
for  t h e  C o n t r o l  o f  in th is  r eg a rd .  .
hum id i ty  and  t e m ­
p e r a t u r e .

28. I t e m  No-46

COCo■t-

A m e n d m e n t  o f  
Ru le s  65 showing 
o f  B a tch  No. on 
C a s h  Mem0i

The C o m m i t t e e  a g r e e d  t o  t h e  su g g e s t io n  t h a t  u nde r  
Rule  65(3)(f), i t  should  be  o b l ig a to r y  on t h e  p a r t  
o f  d e a l e r s  t o  show t h e  n a m e  o f  t h e  m a n u f a c t u r e r  
and t h e  b a t c h  n u m b e r  in t h e  c a s e  o f  S c h e d u le  H 
drugs as  is t h e  c a s e  w i th  t h e  d rugs  s p e c i f i e d  in 
t h e  Schedu le  C or  Sc he du le  L.

29. I t e m  No-48

A m e n d m e n t  o f  
R u le  65 (17) s t o c k ­
ing o f  t i m e  e x p i r e d  
drugs.

The  C o m m i t t e e  a g r e e d  t h a t  t i m e  e x p i r e d  d rugs  
in a  s a le s  e s t a b l i s h m e n t  shou ld  n o t  on ly  b e  s t o r e d  
s e p a r a t e l y  f rom t h e  t r a d e  s to c k  as  p e r  t h e  p rov iso  
t o  R u le  65 (17) bu t  t h a t  s u i t a b l e  w a rn in g  t h a t  t h e s e  
s to c k s  a r e  n o t  for  s a le  should  a lso  b e  e x h i b i t e d  
so t h a t  t h e  s to c k s  a r e  no t  r e m o v e d  for  s a le  or  
d i s t r ib u t io n  t h ro u g h  any  m i s u n d e r s t a n d in g .  It was  
f u r th e r  d e c id e d  t h a t  R u le  65 (17) should be  a m e n d e d  
su i t ab ly .

T he  A s s i s t a n t  Drugs  C o n t r o l l e r  N o r t h  
Z one ,  G h a z i a b a d  had (v ide  his l e t t e r  
N o . N Z / G M P / 7 2 /  653  d a t e d  10.7.72)  
w r i t t e n  t o  S t a t e  Drugs  C o n t r o l l e r s ,  
N o r t h  Z o n e  includ ing  Delh i  in t h e  
m a t t e r ,  giving  t h e  n e c e s s a r y  gu ide  
l ines .

The  n e c e s s a r y  a m e n d m e n t  t o  R u le s  
65(3)(f) t o  m a k e  i t  o b l ig a to r y  t o  m e n ­
t io n  t h e  n a m e  o f  t h e  m a n u f a c t u r e r  an d  
'B a t c h  N'o.' a s  r e g a r d s  supp l i es  o f  S c h e ­
du le  H d rugs  in t h e  p r e s c r ip t i o n  r e g i s ­
t e r ,  h a s  b e e n  r e f e r r e d  by t h e  G o v t ,  o f  
India ,  M in is t ry  o f  H e a l t h  t o  t h e  D.T-A-B 
f u r t h e r  a c t i o n  will  be  t a k e n  in t h e  
m a t t e r  a f t e r  t h e  v iew s  o f  t h e  D .T .A .B .  
a r e  known.

N e c e s s a r y  d r a f t  a m e n d m e n t  t o  R u l e  65 
(17) o f  t h e  D rugs  and  C o s m e t i c s  R u le s  
has  b e e n  r e f e r r e d  t o  t h e  M in i s t ry  o f  
H e a l t h  for  c o n s i d e r a t i o n  o f  t h e  DTAB.

F u r t h e r  a c t i o n  will  be  t a k e n  a f t e r  t h e  
v iew s  o f  t h e  D .T .A .B .  a r e  known.



1 2 3

30. I t e m  No.51

Prov is ion  for  sus ­
pend ing m a n g f a c -  
t u r e  when  i t s  a  
t h r e a t  t o  P u b l i c  
H e a l th .

The  C o m m i t t e e  a g r e e d  t o  t h e  su g g e s t io n  t h a t  in 
t h e  Drugs  & C o s m e t i c s  R u le s  p rov is ion  shou ld  be 
m a d e  en a b l in g  t h e  l ic ens in g  a u t h o r i t y  t o  d i r e c t  
a  l i c e n s e e  t o  suspend  or  m od i fy  m a n u f a c t u r i n g  
a c t i v i t y  or  r e c a l l  a  d rug  d i s t r i b u t e d  by a  m a n u f a c ­
t u r e r  i f  in t h e  opin ion  o f  t h e  l ic ens in g  a u t h o r i t y  
s uc h  a  d e c i s ion  w a s  w a r r a n t e d  in t h e  i n t e r e s t  o f  
pub l ic  h e a l t h .  A t  t h e  r e q u e s t  o f  t h e  C h a i r m a n ,  
Sh. R a n g n e k a r  a g r e e d  t o  s u g g e s t  a  s u i t a b l e  d r a f t  
r u le  for  t h i s  pu rp o se .

CJGO
on

31. I t e m  No.53

S t a n d a r d s  for  O r a l  
Po l io  V acc ine .

The  C o m i t t e e  a g r e e d  t h a t  s t a n d a r d s  o f  q u a l i t y ,  
p u r i t y  and  s t r e n g t h  for  O r a l  Po l io  v a c c i n e  should  
b e  i n c o r p o r a t e d  in S c h e d u le  F.

32. I t e m  No.50

A m e n d m e n t  o f  It w a s  a g r e e d  t h a t  a  l i c e n c e  fee  o f  R s . 1 5 / -  shou ld
R u le s  t o  lay down be  m a d e  a p p l i c a b l e  for  l i c e n c e s  t o  m a n u f a c t u r e
l i c e n c e  fee  for  t e s t  d rugs  for  e x a m i n a t i o n  t e s t  o r  ana ly s i s ,
l i c e n ce s .

Sh.  R a n g n e k a r  had  b e e n  r e q u e s t e d  to  
s u g g e s t  a  s u i t a b l e  d r a f t  r u l e  as  a g r e e d  
t o  and  f o rw a r d  i t  t o  us  fo r  f u r t h e r  
n e c e s s a r y  a c t i o n .

D r a f t  m o n o g r a p h  in r e s p e c t  o f  s t a n ­
d a rd s  o f  q u a l i t y ,  p u r i t y  an d  s t r e n g t h  
for O r a l  Po l io  M yli t is  V a c c in e  h a s  b e e n  
o b t a i n e d  f rom  t h e  D i r e c t o r ,  P a s t e a r  
I n s t i t u t e  C o n o o r .  T h e  v iew s  o f  t h e  
H a f f k i n e  I n s t i t u t e ,  B o m b a y  on t h e  
d r a f t  m o n o g r a p h  h a v e  a l so  b e e n  
o b t a i n e d .

A p ro p o sa l  t o  a m e n d  R u l e  90 a n d  F o r m  
12 o f  t h e  D rugs  <5c C o s m e t i c s  R u l e s  t o  
p ro v id e  for  a  l i c e n c e  f e e  t o  m a n u f a c ­
t u r e  I m p o r t  d ru g s  for  e x a m i n a t i o n  t e s -  
t o r  a na ly s i s  ha s  b e e n  r e f e r r e d  t o  t h e  
DTAB for  i t s  c o n s i d e r a t i o n .  F u r t h e r  
a c t i o n  in t h e  m a t t e r  will  b e  t a k e n  
a f t e r  t h e  v iew s  o f  t h e  DTAB a r e  
known a t  i t s  n e x t  m e e t i n g .



1 2 3

CO00<3\

33/  I t e m  N o .66

S ta b i l i t y  o f  P h a r ­
m a c e u t i c a l  p r e p a ­
r a t i o n s  includ ing  

• B - C o m p le x  Inj.

34. I t e m  No.67

Q u e s t io n  o f  G r a n t  
o f  r e t a i l  Drugs  l i ­
c e n c e s  t o  t h e  R e ­
g i s t e r e d  M ed ica l  
P r a c t i t i o n e r s .

35. A d d i t io n a l  I t e m s  

I t e m  No.72

If any d rug  p r e p a r a t i o n  s how ed  p r e c i p i t a t i o n  o f  
p a r t i c u l a t e  m a t t e r ,  i t  should  be d e e m e d  t o  be no t  
o f  s t a n d a r d s  q u a l i ty  and  should be  w i t h d r a w n  f rom 
t h e  m a r k e t .  I f  t h e  m a n u f a c t u r e r  is l o c a t e d  in o t h e r  
S t a t e s ,  p a r t i c u l a r s  o f  such p a r t i e s  should be  c o m m u n i ­
c a t e d  d i r e c t  t o  t h e  S t a t e  D rugs  C o n t r o l l e r s  c o n c e r n e d  
or  t o  t h e  C e n t r a l  Drugs  C e n t r a l  O r g a n i s a t i o n .  It 
is t h e  r espons ib i l i ty  o f  t h e  S t a t e  Drugs  C o n t r o l  
A u t h o r i t y  c o n c e r n e d  t o  m a k e  s u re  t h a t  p ro p e r  s t a b i ­
l i ty  s tu d i e s  w i th  t h e  p r e p a r a t i o n  a r e  c a r r i e d  o u t .

The  m e d i c a l  c o d e  o f  e t h i c s  forb ids  R e g i s t e r e d  Medica l  
P r a c t i t i o n e r s  f rom p r a c t i s i n g  m e d i c in e  and  a lso  
e nga g ing  t h e m s e l v e s  in t h e  s a le  o f  drugs  a c ro s s  
t h e  c o u n t e r .  Such  R e g i s t e r e d  Medica l  P r a c t i t i o n e r s  
should  n o t  be  g r a n t e d  r e t a i l  s a le  l i c e n ce s .

A s s a y  o f  i n g r e ­
d i e n t s  c o n ta i n e d  in 
p a t e n t  and  p r o p r i e ­
t a r y  m ed ic in e s .

M e thods  for  t h e  q u a l i t a t i v e  and  q u a n t i t a t i v e  a ssay  
o f  i n g re d i e n t s  c o n t a i n e d  in p a t e n t  and  p r o p r i e t a r y  
m e d i c in e s  should  be  c a l l e d  f rom  t h e  m a n u f a c t u r e r s  
and  g o t  v e r i f i e d  b e f o r e  a l lowing  such p r e p a r a t i o n s  
t o  be  m a n u f a c t u r e d .

36. I t e m  N o .7 3

T he  dec is ion  t a k e n  in t h e  m a t t e r  has  
b e e n  c i r c u l a t e d  t o  a l l  S t a t e  Drugs  
C o n t r o l  a u t h o r i t i e s  v ide  t h i s  D t e .  
C i r c u l a r  N o .3 8 - 6 / 7 2 - D  d a t e d  29.5.72 
for  a p p r o p r i a t e  a c t i o n .

This dec i s ion  has  b e e n  c i r c u l a t e d  t o  
t h e  p a r t i c i p a t i n g  o f  t h e  D .C .C .  vide  
t h i s  D t e .  C i r c u l a r  L e t t e r  N o .3 8 - 6 / 7 2 -D  
d a t e d  29.5.72.

The  dec is ion  ha s  b e e n  b ro u g h t  t o  t h e  
n o t i c e  o f  a ll  S t a t e  D rugs  C o n t r o l  a u ­
t h o r i t i e s  vide  th i s  D t e .  L e t t e r  N o .3 8 - 6 /  
72-D d a t e d  29 .5 .1972 .

A c t io n  t o  p r o h ib i t  In view o f  t h e  s e n s i t iv i ty  r e a c t i o n s  r e s u l t i n g  f rom
m a n u f a c t u r e  o f  t h e  use o f  P e nc i l l in  skin o i n t m e n t ,  such p r e p a r a t i o n s
P e n i c i l l i n  S k i n  should  be  d i sc o u r a g e d  f rom  be ing  m a n u f a c t u r e d .
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o i n t m e n t  and  t a ­
b l e t s  o f  su lphan i -  
l am ide .

CO
CO

37. S u b j e c t  r e l a t i n g  to  
D rugs  P r i c e  C o n ­
t ro l  O rd e r .

(i) S tudy  o f  t h e  
Drugs  ( P r i c e  C o n ­
tro l)  O r d e r ,  1970 
on t h e  m e d i c in e s  
p u r c h a s e d  by ho ­
s p i t a ls .

The  S t a t e  Drugs  C o n t r o l  a u t h o r i t i e s  w e r e  a s k ed  
n o t  t o  r e c o m m e n d  raw  m a t e r i a l s  for t h e  use  o f  
t h e s e  p r e p a r a t i o n s .

M a n u f a c t u r e r s  using su lp h a n i l a m id e  in t h e i r  f o r m u ­
la t io n s  should  be a s k e d  to  d i sc o n t in u e  i t s  use in 
f o r m u la t io n s  g rad u a l ly  s ince  i t  w as  known to  p r o d u c e  
to x i c  s y m p to n i s  and  had  b e e n  s u p e r s e d e d  by m o r e  
e f f e c t i v e  and  less  t o x ic  su lpha  drugs.

It w as  s u g g e s t e d  t h a t  in o r d e r  t o  find o u t  w h e t h e r  
ho s p i t a l s  and  d i sp e n s a r i e s  s t a n d  to  ga in  under  t h e  
P r i c e  C o n t r o l  O rd e r ,  a  s e l e c t e d  s tudy  o f  a  few 
ho s p i t a l s  should  be u n d e r t a k e n .

These  dec is ions  w e r e  b r o u g h t  t o  t h e  
n o t i c e  o f  t h e  S t a t e  D rugs  C o n t r o l  a u ­
t h o r i t i e s  vide  t h i s  D t e .  L e t t e r  N o . 38 -6 /  
72-D d a t e d  29 .5 .1972 .

The  Minis t ry  o f  P e t r o l e u m  6c C h e m i ­
c a l s  c o n v e y e d  t h a t  t h e  s tu d y  should 
be  m a d e  th ro u g h  t h e  f ie ld  s t a f f  a t  t h e  
d isposa l  o f  t h e  D rugs  C o n t r o l  D e p t t .  
This  D t e .  had a c c o r d in g l y  w r i t t e n  v ide  
c i r c u l a r  N o . l 4 - 1 3 / 7 2 - D  d a t e d  27.4175 
to  a ll  S t a t e  D rugs  C o n t r o l l e r s  t o  
s tu d y  t h e  q u a n t i t i e s  o f  va r io u s  d rugs  
(a l is t  o f  w h ich  w a s  s e n t )  p u r c h a s e d  
by hosp i t a l s  in t h e i r  r e s p e c t i v e  s t a t e s  
b e f o r e  and  a f t e r  t h e  c o m m e n c e m e n t  
o f  t h e  o r d e r  du r ing  12 m o n t h s  and  
i n d i c a t e  t h e  e x t e n t  u p to  which  
t h e  drugs  bill o f  t h e s e  h o s p i t a l s  
has  b e e n  i n f l u e n c e d .  So f a r  i n f o r m a ­
t io n  in r e s p e c t  o f  d ru g s  p u r c h a s e d  
by c e r t a i n  H o s p i t a l s  in M a h a r a s h t r a  
S t a t e  6c B ihar  ha s  b e e n  r e c e i v e d  
T h i s  l i m i t e d  i n f o r m a t i o n  s h o w s  
t h a t  h o s p i t a l s  h a v e  b e e n  a b l e  t o  
o b t a i n  c h lo r a m p h e n i c o l ,  T e t r a c y c l i n e ,  
B e n z a th i n e  Penc iJ l in  I n je c t io n .  N o r m a l  
s a l ine  so lu t ion ,  w a t e r  fo r  In jec t ion ,  
A P C  t a b l e t s ,  P h e n i r a m i n e  T a b l e t s  
a t  p r i c e s  which  a r e  2 7 %  l o w e r  th a n



t h o s e  p r ev ious ly  o b t a i n e d  by t h e  h osp i ­
t a l s  du r in g  t h e  e a r l i e r  y e a r .

The  h o s p i t a l s  had  h o w e v e r  t o  
pa y  m o r e  in t h e  c a s e  o f  P r o c a i n e  
P e n i c i l l i n  I n j e c t i o n ,  S t r e p t o m y c i n  
S u l p h a t e  1 g m . ,  vials ,  D i - iodobyd roxy  
q u i n o l i n e  T a b s ,  P A S  g r a n n u l e s ,  
INH Tabs .  S u lp h a d ia z in e  Tabs ,  S u lpha -  
d im id in e  Tabs ,  u p to  7 t o  23%.

A f inal  a s s e s s m e n t  o f  t h e  e f f e c t  
o f  t h e  P r i c e  C o n t r o l  O r d e r  on t h e  
d r u g s  bi ll  o f  h o s p i t a l s  c a n  be  m a d e  
on ly  on r e c e i p t  o f  r e p l i e s  f rom  m o s t  
o f  t h e  S t a t e s .

Change in the Sta­
tus of Dealers

COcoOD

(ii) Shri  B.V. P a t e l  
and  Sh. P a n y  s t a ­
t e d  t h a t  t h e y  know 
o f  c a s e s  w h e r e  
m a n u f a c t u r e r s  had 
c o n s i d e r e d  . c e r t a i n  
d e a l e r s  as  " w h o le ­
sa le r s"  b e f o r e  t h e  
P r i n c e  C o n t r o l  O r ­
d e r  c a m e  in to  f o r ­
c e  a n d  t h a t  
t h e  s t a t u s  o f  such 
f i r m s  h a d  b e e n  
c h a n g e d  a f t e r  t h e  
i n t r o d u c t i o n  o f  t h e  
O r d e r .

Shri  G r o v e r  s t a t e d  t h a t  i f  t h e  n a m e s  o f  such  f i rms  
a r e  b r o u g h t  t o  t h e  n o t i c e  o f  t h e  M in is t ry  o f  P e t r o ­
l eum  C h e m i c a l s  t h e  m a t t e r  would  be  t a k e n  up 
w i th  t h e  m a n u f a c t u r e r  c o n c e r n e d .

(This  D i r e c t o r a t e  had w r i t t e n  t o  al l  
S t a t e  Drugs  C o n t r o l  a u t h o r i t i e s  vide  
t h i s  D t e .  C i r c u l a r  N o .3 8 - 5 / 7 2 - D  
d a t e d  20 .5 .72 to  furni sh s p e c i f i c  c a s e s  
w h e r e  f i rm s  w e r e  c o n s id e r in g  c e r t a i n  
d e a l e r s  as  " w h o le s a l e r s "  b e f o r e  t h e  
p r o m u l g a t i o n  o f  t h e  o r d e r  b u t  h a v e  
c o n s id e r e d  t h e m  as  r e t a i l  d e a l e r  s u b ­
s e q u e n t l y  a f t e r  t h e  o r d e r  c a m e  
i n to  f o rc e .  Only  t h e  D rugs  C o n t r o l l e r ,  
M a h a r a s h t r a  and  D i r e c t o r  o f  M e d ic a l
& H e a l t h  S e r v i c e s  M anipur  h a v e  r e p l i e d  
t o  s a y  t h a t  t h e y  h a v e  no such  c a s e s  
to  r e p o r t .  R e p l i e s  f rom  o t h e r  s t a t e s  
a r e  a w a i t e d .
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(iii) Shri  R a n g n e k a r  
C o m m i s s i o n e r ,  
F .D .A . ,  M a h a r a s h ­
t r a  S t a t e  r e p r e s e n ­
t e d  t h a t  c e r t a i n  
m a n u f a c t u r e r s  a r e  
sa id  t o  h a v e  in c lu ­
ded  c h a r g e s  such  
as  i n s u r a n c e ,  f r e i ­
gh t ,  P a c k in g ,  fo r ­
w a rd ing  e t c .  w h i le  
supplying  d rugs  t o  
d e a l e r s  o u t s i d e  t h e  
S t a t e s  and  e n q u i r e d  
w h e t h e r  such  a
p r a c t i c e  w a s  in 
c o n s o r a n c e  
w i th  t h e  prov is ions  
o f  t h e  O r d e r .

Shri  G r o v e r  sa id  t h a t  he  would  g e t  t h e  m a t t e r  
e x a m i n e d  and  in fo r m  t h e  c o m m i t t e e  o f  t h e  l ega l  
pos i t ion .

The  n o t e  c o n t a i n i n g  t h e  d e c i s i o n  w a s  
s e n t  t o  Shri  G r o v e r  for  t a k i n g  a p p r o ­
p r i a t e  a c t i o n .  H e  ha s  b e e n  r e q u e s t e d  t o  
c o m m u n i c a t e  t h e  l e g a l  p o s i t i o n  in 
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ANNEXURE- H 
(Item No.2 (v) of 16th D.C.C. Meeting

REPORT OF TEST SUB-COMMITTEE OF THE DRUGS 

CONSULTATIVE COMMITTEE ON OBSERVANCE OF 

GOOD MANUFACTURING PRACTICES

A Sub-committee consisting of the following members was set up 

by the Drugs Consultative Committee at its meeting held a t Cochin 

on the 19th and 20th September, 1968 to consider the question of 

laying down necessary provisions in the drugs and Cosmetics Rules 

for the purpose of ensuring observance of Good Manufacturing Practices 

by drug manufacturers

1. Shri M.K. Rangnekar, Commissioner, Food and Drugs Administration, 

Maharashtra State, Bombay (then Director, Drugs Control Adminis­

tration, Maharashtra State, Bombay) - Member.

2. Dr. B.B. Sarkar, Director, Drugs Control, West Bengal, Calcutta

- Member.

3. Dr. R.L. Chopra, Drugs Controller, Haryana, Chandigarh - Member.

k. Shri R. Balasubramanyan, Deputy Drugs Controller (India), Bombay

- Member (Convener).

The Sub-committee held two meetings i.e. on the 21st and 22nd Duly, 

1969 and the 14th and 15th September, 1970. Both the meetings were 

held at Pimpri. The first meeting was attended by ail the members, 

but two members vis., Dr. B.B. Sarkar, Director, Drugs Control West 

Bengal, Calcutta and Dr. R.L. Chopra, Drugs Controller, Haryana 

could not attend the second meeting for some unavoidable reasons.

The draft report of the Sub-committee was circulated for comments 

by Shri R. Balasubramanyan, Member - Convener to the other members
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of the Sub-Committee on the 8th October, 1971. No comments were 

received from Dr. B.B. Sarkar, As Dr. R.L. Chopra had by then been 

transferred to another post, certain comments had been made on 

the draft report by his successor, Shri J.R. Kshetty. These were con­

sidered by Shri M.K. Rangnekar and Shri R. Balasubramanyan, as 

Dr. B.B. Sarkar had since retired from service, and the report finalised.

it. The Sub-Committee considered the following items of the Agenda 

of the above meeting of the Drugs Consultative Committee, relating 

as they do to 'Good Manufacturing Practices :-

(i) Agenda Item 32 of the Drugs Consultative Committee Meeting.

Suggestions that further conditions should be incorporated in 

Rules 74 to and 78 to ensure Good Manufacturing Practices 

and processing of Drugs.

(ii) Agenda Item 33 of the Drugs Consultative Committee Meeting.

(Excluding the suggestions as regards stipulation of minimum 

equipment and space for manufacture of cartain drugs viz., Absor­

bent Cotton Wool, Tincture etc.)

In Schedule 'M', the following additional provisions may be made :- 

(i) REQUIREMENT OF FACTORY PREMISES

B. BUILDING

The building shall :-

(a) Provide adequate space for the orderly placement of equip­

ment and materials used in any of the following operations 

for which it is employed :-

(1) The receipt, sampling and storage of raw materials.

(2) Any manufacturing and processing operations performed

on the drug.

(3) Any packaging and labelling operation.

(4) Storage of containers, packagaing materials, lebelling

of finished products.
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(5) Control and production laboratory.

(b) Provide adequate lighting and ventilation when necessary 

for the intended production or control purposes, adequate 

screening, filtering dust, humidity, temperature and bacterio­

logical controls.

(c) Provide suitable housing for any animals, when necessary , 

After (H) following provisions may be included

(I) Packaging and Labelling :

Packaging and labelling operations shall

(a) Be performed with adequate physical segragations

of such preparations from operations on any

other drugs to avoid mix ups.

(b) Provide that each type of labelling used shall

be stored in a manner that avoids mix-ups between 

labellings and shall be checked for identity and 

conformity to the labelling specifications.

(c) Provide adequate control of the quantities of

labelling issued for use with the drug.

J. RESERVE SAMPLE

A separate space is to be allotted for storage of Reserve samples. 

Adequate quantity of Reserve Sample of drugs from each batch 

shall be retained at least 3 years from the date of manufacturing 

or one year from the date of expiry, when it is applicable.

(2) REQUIREMENT OF PLANT AND EQUIPMENTS

Following para may be inserted

"Equipment used for the manufacture, processing, packing, labelling, 

holding, or control of drugs shall be maintained in a clean and orderly 

manner and shall be of suitable design, size, construction and location 

in relation to surroundings to facilitate maintenance and operation 

for its intended purpose. The equipment should be so constructed
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that any surface that come into contact with drugs are suitable in 

that they are not reactive; additive, or absorbtive to an extent signifi­

cantly to affect the identity, strength, quality or purity of the drugs."

The Sub-committee recommends that the requirements under Good 

Manufacturing Practices may be set out in a separate Schedule to 

the Drugs Cosmetics Rules and a provision made under Rules 74, 

7ft-A, 74-B, 78 and 78-A relating to conditions of different manufac­

turing licences that the licensee should comply with these requirements 

in so far as they are applicable to the manufacture of the drugs 

covered by his licence.

It is considerd that the suggestion under reference made for incorpo­

ration of additional provisions in Schedule ' M', vide Agenda Item 

*33 above, relate to Good Manufacturing Practices and as such , 

these provisions should be included in the proposed new Schedule 

containing Good Manufacturing Practices rather than in Schedule 

'M'.

A draft Amendment of the proposed new Schedule, Schedule V, relating 

to Good Manufacturing Practices is placed below, vide Annexure

(a).

It is recommended that Rules 74, 74-A, 74-B, 78 and 78-A of the 

Drugs and Cosmetics Rules 1945 may be amended by including a 

Sub-rule under them to the effect that "the licensee shall comply 

with the requirements under 'Good Manufacturing Practices' as set 

out in Schedule V, in so far as they are applicable to the manufacture 

and testing of drugs covered by his licence".

Schedule 'U' to the Drugs and Cosmetics Rules would require "certain 

amendments, in view of the provisions made in the proposed Schedule 

regarding 'Good Manufacturing Practices'. The necessary amendments 

are suggested at Annexure ->(b).

Sd /-
(M.K. Rangnekar)

Sd/-
(R. Balasubramanyan)



ANNEXURE - (a)

DRAFT AMENDMENT OF SCHEDULE RELATING TO 

GOOD MANUFACTURING PRACTICES

In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the 

said Rules) after Schedule ’U* the following Schedule may be inserted, 

namely :-

SCHEDULE V

(See Rules 74, 74-A, 74-B, 78 and 78-A).

I. Building

Building(s), where drugs are manufactured, processed, packed, labelled

or stored shall

(a) Be suitable for the operations being carried out

(b) Not be utilised for any other purpose.

(c) Be rodent Proof and kept free of rodents, vermin, birds and

other pests.

(d) Be, if necessary, air-conditioned and maintained at such tempera­

ture and under such relative humidity which will not adversely 

affected the drug under manufacture and storage.

(e) Provided adequate working space and adequate room for the

orderly placement of equipment and material used in any of 

the following operations for which it is employed, so as to mini­

mise or eliminate any risk of mix-ups between different drugs,

the raw materials used in Manufacture, labelling or packing 

materials and to control the possibility of cross-contamination 

of one drug by another drug that is manufactured, stored or 

handled on the same premises :-

(1) The receipt sampling and storage of raw materials
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(2) Any manufacturing and processing operations performed 
on the drug.

(3) Any labelling and packing operations.

(k) Storage of containers, labelling and packing materials and 
finished products.

(5) Control and Production-laboratory operations.

Provided that the total areas reserved for storage of raw materials, 

labelling and packing materials and finished products shall ordinarily 

be not less than twice the total area reserved for manufacture.

(f) Provide special rooms or areas for storage of highly toxic drugs

and narcotics. Such rooms or areas must be subject to restricted 
access of personnel.

(g) Provide separate enclosed areas for purposes such as the manu­

facturing of drugs that can be sterilised in their final containers.

These areas should be essentially dust-free, preferably supplied

with filtered air at a pressure higher than that \ in adjacent 

areas and be subject to restricted access of personnel through 

an air-lock. The design of such areas, if fearible should be such 

as to preclude the possibility of mix-up of products intended 

for sterilisation with those already sterilised.

(h) Provide for manufacturing of drugs that cannot be terminally

sterilised, a separate enclosed area specifically designed for

the purpose.

(i) Provide suitable housing for animals, if any, used.

(k) Provide for adequate washing, cleaning, toilet and locker facili­

ties.

(1) Provide for separate areas for collection of waste materials,

which shall be disposed of at regular intervals.

II. Equipment

I. Equipment used for the manufacture o f drugs shall be maintained 

in a clean and orderly manner and shall be of suitable design, 

size, construction and location in relation to surroundings to
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facilitate maintenance and operation for its intended purpose. 
The equjpment shall :-

(a) Be so constucted that any surfaces that come into contact 

with drugs are suitable, in that they are not reactive, additive 

or absorptive to an extent that significantly affects the identity, 

strength, quality or purity of the drug or the raw materials 

used in the manufacture thereof.

(b) Be so constructed that any substances required for the 

operation of the equipment, such as lubricants or coolants 

may be employed without hazard of becoming additive 

to drug products.

(c) Be constructed to facilitate adjustment, cleaning and main­

tenance as necessary to assure the reliability of control 

procedures, to assure uniformity of production and to ensure 

the exclusion from drugs of contaminants including those from 

previous and current manufacturing operations.

(d) Be of suitable size and accuracy for use in any intended 

measuring, mixing or weighing operations.

All equipment used to sterilise products should be monitored 

by means of recording devices and/or indicators of operating 

conditions within the equipment. These devices and/or indicators 

should be initially calibrated and checked at regular intervals 

by suitable and approved methods.

Manufacturing equipment and utensils should be thoroughly 

cleaned, if necessary sterilised, and kept in accordance with 

written and specific directions. When indicated all equipments 

should be disassembled and thoroughly cleaned to preclude they 

cary over of drug residues from previous operations. Adequate 

records of such procedures shall be kept.

The suitability of the equipment used for aspectic filling should 

be checked and confirmed at regular intervals. Adequate records 

of such checks shall be maintained.
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III. Sanitation

1. Manufacturing premises shall be maintained in clean and orderly 

manner, free from accumulated waste, debris, varmin etc.

2. A routine santitation programme shall be drawn up and observed; 

which shall indicate

(a) Specific areas to be cleaned and cleaning intervals.

(fci) Cleaning procedures to be followed and necessary equipment 

and materials to be used for cleaning.

(c) Personnel assigned to and responsible for cleaning operations.

3. No eating, smoking nor any un-hygenic practices shall be permit­

ted in manufacturing areas.

IV. Raw Materials

I. All raw materials to be used at any stage in the manufacture 

of drugs shall be

(a) Identified and visually examined for damage of container.

Any damage likely to prejudice the integrity of the contents

shall be reported to and assessed by the quality control

department.

(b) Inventoried and recorded as to tneir origin, date of receipt,

date of analysis and release by quality control department 

and their subsequent use in manufacture as specified in

Schedule 'U'.

(c) So stored and handled as to assyre that dust or particles

resulting from such storage or handling do not contaminate 

other substances or preparations in the quality control

department.

(d) Specifically marked as undergoing testing and/or if possible

quarantined for eventual release by the quality control

department.

(e) Properly sampled by quality contro. representative.

(f) Tested for compliance with required specifications.
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(g) Release by quality control through written instructions.

(h) Properly and conspicuously marked as accepted or approved 

and subsequently transferred, if necessary, to the areas 

designated for storage of approved materials. Materials

shall not be transferred from the storage area to any produc­

tion area unless released by quality control and unless the 

individual contrainers are duly mrked as accepted or approved 

by quality control.

2. All rejected raw materials shall be conspicuously identified 

as such and destroyed or returned to the supplier as soon as 

possible. Records shall be maintained of their disposal.

V. Master-Formula and Batch Manufacturing Records

1. Master Formula Record

For each drug a master-formula record shall be prepared, endorsed 

and dated by an approved qualified person under these rules

and shall be independently checked, reconciled,- endorsed and

dated by a second approved qualified persons. The record shall

include

(a) The name of the product, a description of its dosage form 

and a specimen or copy of the label and each other portion 

of the labelling contained in a finished pack of the drug.

(b) The weight or measure of each ingredient per dosage unit 

or per unit of weight or measure of such dosage unit, permit­

ted overages or excesses to be included in the formulated 

batch in respect of the amount of any ingredient should 

be indicated as such herein.

(c) A complete batch formula for each batch size to be produced 

from the master-formula record including a complete 

list of ingredients duly designated by names or codes suffi­

ciently specific to indicate any special quality characteristic,

an accurate statement of the weight or measure of each 
ingredient, regardless of whether it appears in the finished 
product.
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duly taking into account variations permitted in the amount 

of raw materials necessary in the preparation in dosage form, 

provided that the variations are stated in the master formula: 

an appropriate statement concerning and indicating the 

reasons for, the addition of any calculated excess of an 

ingredient, an appropriate statement of theoretical weight 
or measure at various stages of processing and a statement

of the theoretical yield.

(d) A description of all vessels, and equipment with their sizes 

used in producing a batch of drug, and method of cleaning 

before manufacture.

(e) Manufacturing and control instructions, procedures specifi­

cation special notations and precautions to be followed. 

Each step or process is to be stated clearly. All necessary 

quality control tests and analysis to be carried out during 

each and every stage of manufacture including the designation 

of persons or departments responsible for or charged with 

the execution of such tests and analysis shall be specified.

(f) A description of the final and immediate containers, closures, 

labelling, packing and finishing materials.

2. BATCH MANUFACTURING RECORDS

(a) A copy of the master documents, vide clause (1) of the 

Para V above or the suitably abridged master documents 

shall be made for each batch of a drug before it is manufac­

tured. The copy shall be checked before use and signed 

by the approved qualified person. The manufacture of the 

batch shall proceed in accordance with these documents.

(b) Batch manufacturing records shall be maintained in respect 

of drugs as specified in Schedule 'U'.

VI. Manufacturing Controls and Directions

1. Manufacturing operations and controls should be effected under
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the supervision and responsibility of qualified persons approved 

by the licensing authority. Each critical step in the process 

such as the selection, weighing and measruing of raw materials, 

the addition of active ingredients during the process; weighing 

and measuring daring various stages of the processing; and the 

determination o f  the finished yield shall be performed by a 

qualified person and checked by another qualified person or

if such steps in :he processing are controlled by provision, auto­

matic, mechanical or electronic equipment, their proper perfor­

mance shall be adequately checked by one or more qualified 

persons.

2. Prior to starting manufacturing activity, a verification shall

be made.

(a) Whether all equipment, utensils and containers have been 

thoroughly cleaned and/or sterilised, if necessary.

(b) Whether previous identification has been removed between 

the batches, and, in continuous batch operations, at suitable 

intervals, to prevent contamination and mix-ups.

3. All containers and equipment used in producing a batch of drug

shall be clearly labelled at all times to identify fully and accura­

tely their contents, the stage of processing when necessary 

and the batch, and shall be stored and handled in a manner 

adequate to prevent mix-ups with other drugs.

4. The following measures shall be adopted to prevent

contamination or check observance of measures taken in this 

regard as the case may be :-

(a) All manufactjring operations shall be confined to separate 

areas intended for such purposes with complete equipment 

used exclusively in those areas or provision shall be made 

to assure that no extraneous contamination or mix-up occurs.

(b) Sterile operations must be performed in specially designed 

and constructed areas for their intended purpose as indicated
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in clauses (c) and (f) of Para I above.

Whenever through lack of physical separation of operations 

the possibility exists that unsterilised products could be 

confused with already sterilised products, containers of 

batches of product for sterilisation should have attached 

devices which indicate whether or not the sterilisation process 

has been carried out.

(c) All operations in which highly potent drugs, including antibio­

tics are weighed, mixed, micronised, formulated, filled, 

encapsulated, tabletted etc. should be conducted in confined 

areas with adequate exhaust systems or areas under negative 

pressure to proclude drug to drug migration. Adequate precau­

tions should be taken to preclude recirculation of contamina­

ted air.

Appropriate procedures shall be followed to control the

hazard of crores contamination of non-penicillin products 

by penicillin in those factories which manufacture, store

or handle penicilin products and non-penicillin products.

(d) In manufacturing areas, clean working uniforms shall be 

worn over or in place of street clothing.

(e). Contamination of products subject to sterile operations

such as prenteral drugs, ophthalmic solutions etc. shall 

be precluded by either the Cse of suitable methods such

as laminar flow techniques or by the wearing by personnel 

of clean and sterilised gowns, headxgears, masks, rubber

gloves and shoes and by their entry into the manufacturing 

areas through suitably designed airlocks. Such personnel 

must also wash their hands in a suitable disinfectant prior 

to dressing and entering sterile areas.

(f) To ensure the germicidal efficiency of Ultra Violet lamps 

in use in sterile areas, a record shall be maintained of 

their burning hours or a periodical check made on the inten­

sity of their energy by means of a suitable U.V. Meter.
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(g) Powder materials used for manufacture of tablet shall be 

, sifted before use to prevent contamination with foreign

matter.

(h) Water used in the manufacture of liquid oral preparations 

shall be either Deionised Water or Distilled Water.

(i) Finished Tablets shall be inspected individually for presence 

of foreign matter, besides chipping capping etc.

(j) Individual containers of liquid oral preparations shall be

examined under adequate light against a background of 

both black and white before and after filling to ensure free­

dom from contamination with foreign matter.

5. To assure the uniformity and integrity of products, adequate

in process controls such as checking the weights and disintegration 

time of tablets, checking adequacy of mixing, the homogeneity 

of suspensions and the clarity of solutions shall be exercised. 

The results shall be checked periodically by quality control staff.

. I
6. A qualified person approved by the licensing authority shall check

actual against theoretical yield of a batch of drug and in the

event of any significant un-explained discrepancies, he shall

prevent distribution of the batch in question and other associated 

batches of drugs that may have been involved in a mix-up with 

it.

VII. Product Containers

Suitable specifications, test methods, cleaning procedures and when 

indicated sterilisation procedures shall be used to assure that container, 

closures, and other component parts of drugs packages are suitable 

for their intended use, in that, they are not reactive, additive or absorp­

tive to an extent that significantly affects the identity, strength,

quality or purity of the drug and furnish adequate protection against 

its deterioration or contamination.
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VIII. Manufacturing Personnel

1. No person known to be affected with disease in communicable

form or to be a carrier of such disease and no person with open

lesions on the exposed surface of the body shall be engaged in 

the manufacture of drugs. Periodic health checks shall be made 

on the manufacturing personnel and records kept thereof.

2. Whenever necessary manufacturing personnel shall, in order to

preclude any possible impairment of their health caused by the 

handling of hazardous or very potent drugs wear protective clo­

thing, shoes, head-gear, dust masks etc. and this protective clothing

shall remain in the area. In some instances, it may be necessary

to restrict personnel to their respective and immediate working 

areas.

IX. Labelling and Packing

Labelling and packing operations shall b e ' adequately controlled to

assure

(1) that only those drugs that have met the specifications established 

in the master-formula records shall be distributed.

(2) that the finished products are properly identified by means of

a Batch No. or Lot No.

(3) that correct labelling as required under those rules is employed

for the drug and shall

(a) Be performed with adequate physical segregation of such 

operations from operations on other drug to avoid mix-ups.

(b) Provide that labelling and packing materials, including leaf­

lets shall be adequately and separately stored to eliminate 

any risk of mix-ups, and shall be carefully checked for iden­

tity, and conformity to the labelling and packing materials 

specified in the master-formula records both before taking
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them into stock and at the time of their issue

Access to these materials shall be restricted 

to authorised personnel only.

(c) Provide adequate control on the quantities of labels issued

for use with the drug. The control should include both des­

troyed and unused labels.

(d) Provide for destruction under the supervision of an approved

qualified person of all unused labels which have been issued 

to the packing line and have had printed or otherwise marked 

on them the Batch Number, the date of manufacture or 

date of expiry.

(e) Provide for an inspection of the facilities to be used prior

to labelling drug to assure that all the previously used label­

ling and packing materials and other drugs have been removed 

and to prevent mix-ups between drugs during such operations.

(f) Provide for adequate examination of laboratory testing 

of adequately representative samples of finished products 

after labelling and packing to safeguard against any error 

in the finishing operations, and to prevent distributon of 

any batch until all specified tests have been made.

X. Laboratory Controls

Every manufacturer shall either provide necessary facilities for exerci­

sing Laboratory Controls to assure that raw materials, drug preparations 

in the course of processing and finished products conform to  the appro­

priate standards of identity, purity, strength and quality or make 

arrangements for the purpose with any institution approved by the 

Licensing Authority in this regard. Such Laboratory Controls shall 

include :-

(a) The establishment of Master Records containing appropriate

specifications for (i) each raw material used in nanufacture
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(ii) drug preparations in the course of processing> when required 
and (iii) finished products, together with a detailed and exact 

description of the laboratory test procedures to  check them 

including provision for testing adequately representative samples. 

Such records shall also provide for appropriate retesting of mate­

rials subject to deterioration.

(b) Adequate provision for checking the identity and strength for

all active ingredients of drugs, for assuring the sterility of drugs 

and other substances/articles purporting to be sterile and the 

freedom from pyrogens of drugs and other substances that should 

be tested for freedom from pyrogens.

(c) Adequate provision to check the reliability, accuracy and precision

of any laboratory test procedures used.

(d) Provision for taking of all samples for quality control by the

quality control staff only.

(e) Provision for keeping a reserve sample of atleast twice the quan­

tity of drug required to conduct all the tests performed on the 

batch of drug for a period of one year after the date of expiry 

in the case of drugs labelled with a date of expiry and five years 

in the case of other drugs.

(f) Provision for maintaining complete records of all date concerning

laboratory tests performed including the dates and endorsement 

of individuals making the tests, and provisions for specifically 

relating the tests to each batch of drug to which they apply. 

Such records shall be retained for atleast two years -after the 

date of expiry in the case of drugs labelled with a date of expiry 

and six years in the case of other drugs.

(g) Provision for checking the disposal of rejected raw material,

drug preparations in the course of processing and finished products. 

Records shall be maintained of such disposal.
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(h) Evaluation of the adequacy of the conditions for the storage 

of raw materials, inter-mediates and finished drugs.

(i) Evaluation of the stability of finished drugs and whenever ne= 

sary, of raw materials and inter-mediates, with adequate provision 

for determining the reliability and specificity of the stability 

test methods employed.

(j) Establishment of expiry periods on the basis of appropriate stability 

data.

(k) Evaluation of the suitability in containers in which drugs are 

marketed to assure that the container is not reactive, additive 

or absorptive to an extent that would significantly affect the 

identity, purity, strength or quality of the drug.

XI. Records of Sale and/or distribution

Complete records shall be maintained of the sale and/or distribution 

of each batch of drug in a manner that will facilitate its recall if 

necessary. Such records shall be retained for at least two years after 

the date of expiry in the case of drugs labelled with a date of expiry 

and six years in the case of other drugs, and shall include the name 

and address of the pary to whom distributed or sold, the date on which, 

and the quantity, distributed or sold and the batch number of the 

drug.

XII. Records of Complaints

Complete records shall be maintained of all written or verbal complaints 

regarding adverse reactions from use of drug and the quality of drug 

including any change in physical description, in respect of each product. 

Complaints shall be evaluated by competent and responsible personnel 

and where indicated, appropriate measures taken as soon as possible. 

The records shall indicate evaluation and action taken.
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