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MINUTES OF THE 13TH MEETING OF THE DRUGS CONSULTATIVE 

COMMITTEE HELD ON THE 26TH - 27TH DECEMBER, 1969 AT NEW 

DELHI __________  ________

The Chairman thanked the members for making it convenient to attend 

the meeting. Reviewing the Drug Control activities on an all-India basis since 

the Committee met last in Cochin in September, 1968, the Chairman stated 

that in States like U.P., Rajasthan, Haryana, Punjab and Madhya Pradesh, there 

has been a gradual tightening of Drugs Control measures and manufacturing 

firms have been subjected to increasing standards of inspection. Firms which 

did not come upto the required standards have been closed down. In particular, 

inspection of firms manufacturing tranfosion solutions, antibiotic preparation 

has been carried out and wherever they were found deficient, manufacturers 

were asked to improve the manufacturing conditions, he suggested frequent 

and stringent inspection of firms manufacturing Eye Drops and Eye Ointment 

throughout the country particularly as the hazards involved in using nonsterile 

Ophthalmic preparations are serious. Similarly, there is need for a country-wide 

compaign against chloramphenicol palmitate suspensions which are therapeutically 

inactive and which should be weeded out.

In Bihar, he felt, the Drug Control Administration requires to be tightened. 

He was quite appreciative of the deficiencies in that State and offered to extend
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could comply with the condition that drugs should be purchased by them from only 

licensed dealers. Amendments to this list may also be made every month and circu­

lated to the Associations.

Before concluding, the Chairman thanked Shri Chandrasekhran Nair, Drugs 

Controller, Kerala and the members of his Inspectorate and other staff for the excel­

lent arrangements made by them for the meeting of the Drugs Consultative Committee 

and the Drugs Conference and for the co-operation extended by them. The Committee 

also placed on recor.d its grateful thanks to the Government of Kerala for the help 

extended by them.

It was decided that the next meeting of the Drugs Consultative Committee 

should be held at an early date at Indore or Jaipur.

The meeting terminated with a vote of thanks to the Chair.
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any help which the State may expect from the Centre;

Coming to the organisational part he stated that Maharashtra had further 

streamlined its Drugs Control Administration by the addition of police staff 

to its divisional organisations. In the States like Punjab, Haryana, Delhi, U.P., 

Bihar, M.P. and even West Bengal the organisation required to be strengthened 

considerably. Leaving aside West Bengal, the other States must have atleast 

two well-qualified drug inspectors who have had adquate experience in the manu­

facture and testing of drugs and in the inspection of manufacturing establishments. 

Rajasthan, he pointed out, would very soon having qualified inspectors.

Regarding spurious drugs, the Chairman stated that their incidence has 

become more pronounced now than ever before. In the belt comprising Punjab, 

Haryana, Delhi, U.P. Bihar and West Bengal, a number of reports of spurious 

drugs have been received. The Prime Minister, he said, had written to the States 

on the subject. He proposed to have a separate discussion with the State Drug 

Controllers of North Zone so that mobile units consisting of representatives 

from the Drugs Inspectorate and the police could be established for quick action 

whenever reports of a movement of spurious drugs are received. Turning to 

the analytical facilities available in the country, the Chairman mentioned that 

the Central Indian Pharmacopoeia Laboratory, Ghaziabad is now reasonably well- 

equipped to test non-schedule drugs and is in a position to undertake the testing 

of samples on behalf of states which do not have adequate testing facilities. 

The proposal for rendering financial assistance to the States to set up or augment 

their testing labs was still under consideration.

Speaking on the subject of sampling, the Chairman stated that there was 

a perceptible change in the pattern of sampling by the States. More emphasis 

was now being given to the testing of life saving drugs such as antibiotics etc. 

rather than to vitamin preparations. He suggested that in future sampling should 

primarily be confined to anti-diabetic drugs, cardiac drugs, tranfusion solutions, 

antibiotics and ophthalmic preparations. The Zonal Officers would also draw 

samples from these categories of drugs. A liaison will have to be established 

between the States and the Centre regarding sampling programmes so that there 

is no duplication.

39



The Chairman stated that the states should concentrate on more frequent 

inspection of manufacturing firms which have entered into rate-contract with 

the D.G.S. & Do for the supply of medicines to the Government hospitals and 

other institutions. The aim of the inspections should be to check the quality 

of those drugs which they supply against the D.G.S & D. rate-contract and also 

on the ability of these firms to make such supplies without sacrificing the quality, 

He also suggested that the State Drug Controi authorities should frequently 

inspect the hospitals to ensure that proper storage facilities for thermolabiie 

drugs such as sera and vaccines, insulin are maintained and that time-expired 

drugs are not stored by them. Discussion may be held with the hospital adminis­

trators to ensure compliance with these requirements. He said that the supply 

of drugs by hospitals had been the subject of Parliament Questions and that 

in consequence greater vigilance may be exercised by the Drug Control Organisa­

tion in this direction.

The annual reviews of the activities of *the State Drugs Control Organisation 

and those of the Zonal and Port Officers of the Centra! Drugs Standard Controi 

Organisation were thereafter circulated to the Members.

Agenda Item - 1

Confirmation of the minutes of the last meeting, of the Drugs Consultative 

Committee.

The minutes were confirmed subject to record relating to item-1^ of the 

minutes of the last meeting being amended to read as follows

Item - M

"The Director, Drugs Control Administration, Maharashtra explained that 

in his state the practice was that where an item was licensed for manufacture 

as a "drug" and it was also produced for use in the cosmetic industry, no separate 

licence for its manufacture as a "cosmetic" was being insisted upon. In case 

raw-materials for cosmetics which have no use in the drug industry, licenses 

to manufacture them as cosmetics were being insisted upon. The Committee 

recommended that the same procedure may be adopted by other states also."
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Item - 2

Action taken on the recommendations made by the Drugs Consultative 

Committee at its last meeting.

The Committee noted the action taken on the recommendations made by 

the Drugs Consultative Committee at its last meeting. (Annexure - I)

Item - 3

Question arising out of the minutes of the twelfth meeting of the Drugs 

Consultative Committee.

(a) Question of laying down of guidelines for the enforcement of rule 62(B)2

and 64(2) of the Drugs and Cosmetics Rules, 1945, so as to enable the

licensing authorities to use their discretionery powers properly.

The Chairman stated that the question of iaying down guidelines for the 

enforcement of Rule 62(B)2 and 64(2) of the Drugs and Cosmetics Rules, 1945, 

was discussed at the last meeting of the Drugs Consultative Committee. It was 

decided to study the regulations followed in France, Goa and Portugal. The regula­

tions followed in France and Goa which had been circulated with the agenda 

papers indicated that two principles were followed in granting sales licenses 

in France and formerly in Goa namely (a) licenses were granted on population 

basis, and (b) the distance between location of these drug stores was defined. 

This approach was based on the consideration that a pharmacist running a phar­

macy should be able to earn a minimum reasonable income. The margin of profit 

for dealer was also fixed.

The following points emerged during the course of the general discussions :

(a) The States in general have not been restricting the number of licences

in Form 20-A and 21-A on the basis of the restrictions set out in Sub-rule 

2 or Rule 62 (B). Any departure from the practice followed hitherto may 

invite resistance from the trade and also lead to legal challanges.
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(b) The validity of the restriction placed under Sub-rule 2 of 62(B) is doubtful 

especially when there is no specific sanction for such restrictions in the 

Act.

(c) Indiscriminate licensing in Form 20-A and 21-A would affect adversely

the financial interests of pharmacies and other dealers, with the result

that some of the dealers are compelled to resort to unethical practices 

such as clandestine purchase of drugs at reduced prices from unauthorised 

sources, etc.

(d) Restricted licences have to be encouraged mainly on the ground that regular

chemists establishments are not open round-the-clock, particularly in the

suburban and other areas in cities.

After discussion, it was agreed that no uniform guidelines in regard to

the implementation of sub-rule 2 of Rule 62(B) can be evolved at this stage. 

State Drug Control Administration should however ensure that round-the-clock 

dispensing and supply services are arranged in the principal localities in their 

States for the benefit of the public. Restricted licences should be granted as 

far as possible in only those areas which are not served by an adequate number 

of regular licenses covering the sale of drugs.

The Chairman further mentioned that Associations representing dealers

had been suggesting that the grant of sale licences for drugs should be restricted 

on the basis of population. If the Associations have any specific recommendation 

to make in this regard their views could be ascertained by the State Drug Control 

authorities and forwarded for consideration by the Drugs Consultative Committee.

Item - 3(b) .

3'4 (10) of the last D.C.C. Consideration of the question of laying down minimum

conditions for manufacture of Opthalmic Ointments.

Introducing the subject, the Chairman stated that the Director, Drugs 

Control, West Bengal, was of the view that the conditions under which the manu­

facture of Ophthalmic Ointments should be carried out, as drawn up by the



Director, D.C.A., Maharashtra and circulated to the States should have a statutory 

backing lest they should be challanged in the court of law. Shri B.V. Patel was

of the view that the guidelines suggested by the Director, D.C.A., Maharashtra

may require modification as more experience is gained in enforcement.

After discussion, the Committee agreed that the minimum requirements

for the manufacture of Ophthalmic Ointments drawn up by the Director, D.C.A., 

Maharashtra may be adopted as guidelines by the State. It was not necessary 

to incorporate the minimum requirements in the Drug Rules for the present.

Item - 3{c)

Consideration of difficulties experienced by the Govt. Analyst in reporting 

on Form No.34 of the Drugs and Cosmetics Rules.

The Chairman stated that the Drugs Consultative Committee at its last

meeting held in Cochin had considered the difficulties experienced by Govt. 

Analysts in issuing reports on cosmetics in Form 34. It was agreed that the

Director, D.C.A., Maharashtra and Gujarat should consult their Govt. Analysts

and suggest the specific changes that should be made in the form.

The Government Analysts of the States of Gujarat and Maharashtra discussed 

the difficulties encountered in reporting on samples of cosmetics and agreed

that

(A) Form No.34 should be deleted and instead, Form No. 13 with the necessary

amendments should be used or alternatively a new Form on the lines of 

Form 13 should be introduced, so that as in the case of the samples of 

drugs the samples of Cosmetics can be declared standard/not of standard 

quality.

(B) To declare a Cosmetics sample as of standard quality or not of standard

quality it is essential to lay down standards for the various types of Cosme­

tics. These can be laid down in the Drugs and Cosmetics Rules just as

has been done in the case of disinfectants.
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{C) It is also necessary to undertake methods of tests to determine the harmless 

character of a Cosmetic. In the case of identification of a colour, it is 

essential that different laboratories should follow as far as possible uniform 

procedures for testing.

After discussion, the Chairman agreed to obtain the views of the Director 

of the C.D.L. on specific aspects brought out by the Govt. Analysts of Gujarat 

and Maharashtra and examine the action to be taken in the matter. Meanwhile, 

Shri B.V. Patel was also requested to consult his State Analyst and suggest speci­

fic proposals regarding (A) & (C) above.

Item -

Question whether repacking of cosmetics may be permitted under the Drugs 

and Cosmetics Rules.

The Chairman stated that the question whether repacking licences for

cosmetics should be issued had been raised. Enquiries were made with the Drug 

Control authorities in Maharashtra, Gujarat and West Bengal regarding the policy 

followed up in their respective states. While the Director, D.C.A., Maharashtra 

felt that repacking of cosmetics might be permitted, the Drug Control authorities 

of Gujarat and West Bengal were not in favour of such a course of action. After

discussion, it was decided that while basic cosmetics raw materials such as

Nail Polish, Lacquers etc. may be permitted to be repacked, no licence for

the repacking of cosmetic formulation should be granted.

Item - 5 _

Consideration of the question of enforcement of the conditions of storage

of Drugs as notified by the State Licensing authorities and the difficulties that

may arise in enforcing these provisions.

The Chairman recalled that notifications had been issued by the State

Drug Control authorities specifying the conditions of storage for drugs. Subsequent

to this, the industry and the trade had represented that maintenance of "cool 

place" storage arragement was difficult and that the storage conditions applicable 

to vitamins, etc. should be reviewed.



In effect, the Chairman continued while there was no difficulty about 

enforcement of storage conditions of drugs such as Insulin, sera, vaccines, etc. 

which required to be maintained in cold storage, the difficulty arises only in 

respect of vitamins and antibiotics, especially as certain States had asked for 

wholesale warehouses to be air-conditioned.

Shri B.V. Patel stated that in the next edition of the U.S.P. there might be 

a reclassification of the range of storage temperatures as under '

Cool Place 8 - 15°C

Room Temperature 15 - 30°C

Excessive Heat 40°C

He suggested that under the conditions prevailing in this country, room 

Temperature should cover a temperature range of 15 to 30°C and the conditions 

of storage of vitamins preparations reviewed accordingly. After discussion the 

Committee agreed that

(a) The storage conditions laid down in the next edition of the U.S.P. 

should be awaited and hereafter the storage conditions already recommended 

by the DTAB should be leviewed in the light of the requirements set out in 

that edition of the U.S.P.

(b) So far as vitamins are concerned, State Drug Control authorities 

should ensure that each manufacturer carried out proper stability studies and 

indicates the date of manufacture as well as a date of expiry, depending upon 

the result of the stability studies. The manufacturer will be responsible for 

the quality of the vitamin preparations until the date of expiry is crossed. No 

special storage conditions need be insisted upon for vitamin products for the 

present till the action set out at (a) above is completed.

(c) As regards antibiotics, manufacturers do not normally recommend 

any special storage conditions for these preparations. To make sure that antitbio- 

tics keep well when stored in room temperature in the country, a collaborative 

study on the stability of antibiotic preparations should be undertaken by the 

Central Indian Pharmacopoeia Laboratory, Drugs Laboratory, Baroda and the
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Analytical Laboratory of Maharashtra. A planned programme of sampling may 

be drawn up by these three laboratories and samples taken from different parts 

of the country may be examined. The samples should preferably be from stocks 

which are approaching the date of expiration. Such studies would serve to deter­

mine the storage conditions to be prescribed for preparations of antibiotics.

Item - 6

Suggestions to control the quality of sulphacetamide sodium solution (Eye 

Drops).

The Chairman stated that the subject had been brought for discussion as 

Sulphacetamide Sodium Eye Drops marketed in the country had been observed 

to develop colour and precipitation on storage. As a result of this, a number 

of samples of this preparation were reported to be not of standard quality and 

any action taken against the manufacturers of such preparations reported to 

be not of standard quality should be uniform throughout the country. The Commit­

tee, after discussion, recommended that :-

1. Such preparations where precipitation is observed should not be permitted 

to be marketed.

2. Efforts should be made to develop stable preparation of Sulphacetamide 

sodium solution for ophthalmic use and revised standards in the light of such 

experience should be included in the next edition of the I.P.

3. A provision may >̂e made in the Drugs and Cosmetics Rules laying down 

that ophthalmic preparations of Sulphacetamide should bear a date of expiry 

which should be based on the stability studies conducted by each manufacturer.

Pending the measures enumerated above the Chairman advised that each 

State should keep a watch on the manufacturers who are marketing such prepara­

tions and report on their stability.

Item - 7

Question whether pharmacopoeial preparations should be permitted to be 

marketed as patent or proprietory medicines, with slightly different composition.



The Chairman stated that in the last Drugs Consultative Committee meeting 

held in Cochin questions relating to the screening of the compositions of patent 

or proprietory medicines and uniformity of policy in regard to the manufacture 

o f  pharmacopoeial formulations in different strength were discussed. As a sequence 

o f  those discussions, the question whether a preparation which is marketed with 

a composition different from that given in the pharmacopoeia should be permitted 

to be manufactured as a patent or proprietory was discussed by the Committee. 

The Chairman felt that if this were permitted there would be a plethora of 

preparations containing the active ingredients in quantities far below the minimum 

therapeutic or prophylactic dose making it difficult for the Drug Control authori­

ties to keep a check on their therapeutic efficacy.

After discussion, the Committee decided that patent or Proprietory medicines 

which conform to the pharmacopoeial formula should comply strictly with the 

composition given in the pharmacopoeia. Preparations like Codopyrine, Depryrine 

etc. which contain the same active ingredients as pharmacopoeial formulations, 

it was further agreed, should not be allowed to be marketed unless their formula 

is revised and made to conform to the pharmacopoeial formula.

Item - 8

Question whether a preparation containing combination of both Allopathic 

and Ayurvedic medicines can be considered as new drug and its approval is required 

by the Drugs Controller (India) under Rule 69(B) of the Drug and Cosmetics 

Rules,

The Chairman stated that there are a large number of preparations moving 

in the market which contain both Ayurvedic and allopathic ingredients. As such 

combinations do not fall within the purview of the definition of the term "Ayur­

vedic drug" in the Act, the question whether such medicines should be considered 

as "New Drugs" and whether approval of the Licensing Authority under rule 

21 would be required for these preparations needs to be considered.

After discussion, the Committee decided that manufacturers who desire 

to introduce new combinations of Ayurvedic and Allopathic ingredients should 

be advised to get them approved as "New Drugs" by the Licensing Authority
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mentioned in Rule 21 of the Drugs and Cosmetics Rules. As for similar combina­

tions which are already in the market, the Committee felt that it may not be 

possible to reopen the cases and ask the manufacturers to get them approved 

as "New Drugs" at this stage. In such cases, the State Drug Control Authorities 

should ensure that the ingredients used are of standard quality, the manufacturers 

of such preparations should also be asked to evolve methods for standardization 

o'f such combinations.

Item - 9

Consideration of the scale of sampling of condoms that may be adopted 

by the Drugs inspectors for testing from (1) the premises of manufacturers and 

(2) the premises of dealers.

The Chairman explained that condoms are not permitted to be imported 

under the current Import Trade Control Policy. However, substantial imports 

of condoms are expected to be received by the Family Planning Department 

of the Government of India under the U.S. AID Scheme and from Japan. Condoms 

are also indigenously manufactured by M/s. Hindustan Latex Limited in Kerala 

and M/s. London Rubber Company in Madras.

Regarding the quality of condoms imported on behalf of the Family Planning 

Department, arrangements have been made for the testing of samples of condoms 

either in the country of manufacture as in the case of Japan or at the point 

of entry when imports are made. The State Drug Control authorities of Kerala 

and Madras have been requested to keep a running check on the quality of the 

indigenously manufactured condoms.

The question that has now to be examined is the procedure for sampling 

that should be adopted if complaints are received from individuals that the quality 

of condoms used by them is not satisfactory. The fact that the minimum sample 

size for condoms is 144 pieces makes it all the more difficult for the State 

Drug Control authorities to take any action especially as 144 pieces may not 

be available. After discussion, it was agreed that the following action should 

be taken



(a) In the event of any complaint about quality of condoms State Drug Control 

authorities may take, samples from the distribution points and send them 

for test. If adequate number of samples is not available at such centres, 

the available stock should be made use of for purposes of test. The test 

report if adverse, should be further examined in relation to the quality 

of the bulk stock of the batch in question that will be available with the 

Government depots or manufacturers.

(b) Apart from checking the quality of condoms at the ports, a frequent check 

on the quality of the stocks maintained by Government in their depots 

should also be made. The Central Drugs Inspectorate should be entrusted 

with this task and samples should be taken by them from the storages 

depots of the Family Planning Department.

(c) Similar checks should be exercised on the quality of the condoms manufac­

tured indigenously in the country. The assistance of the Drugs Controller

Kerala and Madras may be sought in locating the stocks of condoms manu­

factured and distributed by Hindustan Latex Limited and London Rubber 

Company.

Item - 10

Question as to what combination of Sulpha drugs should be allowed to manu­

facture sulpha three tabs.

The Chairman stated that different types of "Triple Sulpha" preparations

were being marketed in the country and there was need for uniformity of approach

regarding their composition. The I.P., he added has no monograph of mixed sulphas 

while U.S.P. XVII includes a monograph under the description "Trisulphas Pyri­

midines tablets" which contain sulphadiazine, sulphamerazine and sulphadimidine 

in equal parts.

The Director, Drugs Control Administration, Gujarat stated that Sulphanila- 

mide should not be permitted as an ingredient of any formulation of 'Trisulpha' 

tablets. He further stated that before permitting any formulation, it should 

be subjected to trials and tests for efficacy and toxicity.
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After discussion it was decided that combinations of trisulphas manufactured 

in the country should conform to the specifications prescribed in U.S.P. XVII 

or N.F. XII. U.S.A. Any other combinations should be deemed to be a "New Drug".

Item - 11

Review of the types of records and registers that should be maintained 

by the wholesale and retail dealers under the provisions of the Drugs and Cosme­

tics Rules - Recommendations of the Mukhopadhyay Committee.

The Committee considered the suggestion received from the State Drugs 

Controllers for the maintenance of records and registers by drug dealers. It 

was felt that the existing Rules are comprehensive enough and that the dealers 

have also not asked for any change in the Rules. The suggestion made by the 

Director, Drugs Control Administration, Gujarat that the wholesale dealers 

need not mention their names and the address in the cash memos of the licensee 

to whom drugs are supplied on conditions that a list of licensed dealers to whom 

supplies are made is maintained by him was agreed to. This procedure it was 

agreed should be adopted by the other States also.

Item - 12

Redressing of soiled cartons/labels on bottles of Drugs and Cosmetics.

The Committee considered the question whether redressing of soiled cartons 

or bottles of drugs and cosmetics with new labels should be permitted at the ‘ 

distribution centres by wholesalers or stockists of manufacturer. Since change 

of label constituted 'manufacture' and since such activity on unlicensed premises 

may give rise to legal complications, apart from providing scope for substitutions, 

it was decided that labelling of soiled cartons and bottles should be permitted 

to be carried out only by the manufacturers on their premises.

Item - 13

Consideration of the suggestion received from the Pesticides Association 

of India that in^rtiriHal formulations which are marked for agricultural use
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mav be exempted from the provisions of the Drugs and Cosmetics Act.

The Committee considered the request received from the Pesticides Associa­

tion of India that the insecticidal formulations which are marketed exclusively 

for agricultural use should be exempted from the provisions of the Drugs and 

Cosmetics Act. It was felt that since DDT* BHC, Dioldrin and pyrethrine are 

also used for public health purposes, it would not be possible to make any distinc­

tion between the public health use and use for agricultural purposes. The Commit­

tee agreed that Licences for manufacture of these insecticides and their formula­

tions should be insisted upon.

Item - lfr

Labelling requirements of Cosmetics - Showing the mode of labelling of 

the Batch Number on packings.

The question of showing the Batch Number and the manufacturing licence 

number on the labels of cosmetics was discussed. The Members pointed out 

that although the batch number is shown on the labels of cosmetics it becomes 

difficult for the Drug Control Authorities to identify it as only a mere number 

is displayed and there is no distinguishing abbreviation such as "M" Licence No. ", 

"Manufacturing Licence" etc." The Committee agreed that the batch number 

should be preceded by the Letter "B".

The Committee was informed that Govt, do not consider it necessary to 

provide that the manufacturing licence number of manufacturers of Cosmetics 

should be shown on the label. The Committee was of the view that when manu­

facturers of cosmetics can show the excise licence number on the label, there 

should be no difficulty in their displaying the manufacturing licence number 

also. It was strongly reiterated by the Committee that the manufacturing licence 

number should be shown on the labels of cosmetics and it would be enough if 

the manufacturing licence number were preceded by the letter 'M\

Item - 15

Proposal to ban the manufacture and marketing of topical preparations
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of antibiotics, Sulpha drugs etc.

The Chairman stated that following the recommendations of the Essential 

Drugs Committee that topical preparations of antibiotics, sulpha drugs are 

not essential and should be discouraged the question has been raised by some 

States' whether such preparations should be banned. He observed that under 

the existing provisions of the Drugs and Cosmetics Act, there was no provision 

for banning the manufacture of such preparations. Shri Patel stated that if such 

preparations have been proved to be harmful, there should be no hesitation in 

banning them. The Committee agreed that till such time the Act was amended, 

manufacturers should be prevailed upon and discouraged to market such prepara­

tions. In the case, of new manufacturing units, the sponsoring authorities in the 

States should not recommend to the Import Trade Control authorities the import 

of raw materials for such preparations.

Item - 16

Provision may be made in rule 139(2) to provide an independent .premises 

specially reserved for manufacturing cosmetics similar to the provision in respect 

of Homoeopathic preparations under Rule 85 F(4).

The Committee agreed that the manufacturing premises in respect of cosme­

tics should be distinctly separate from the premises used for residential purposes 

and that a provision similar to sub-rule (4) of Rule 85 F should be introduced 

for cosmetics.

Item - 17

Rule 62 may be amended suitably making it compulsory for a person to 

obtain a licence for godown premises.

The Drugs Controller, Mysore explained that the suggestion had been brought 

for consideration of the committee in the context of a judgment delivered by 

a Mysore Court to the effect that a godown from where no sale is effected 

is not required to be licensed. Shri Sane stated that there was a Maharashtra
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High Court Judgment on the subject which might be helpful to Mysore and agreed' 

to send a copy of it.

Item - 18

Suggestion to amend Para 10 of the Drugs Prices (Display and Control) 

Order 1966 to empower the Investigating Officer to seize Cash-bills, invoices 

etc. for taking any specific action against the, offender.

The Chairman explained that the Drugs Controller, Mysore desired to know 

whether Para 10 of the Drugs prices (Display and Control) Order 1966 empowerd 

the investigating officer to seize cash bills, invoices etc. for taking any specific 

action: against the offender. The question, he added, had been referred to the Minis­

try of Law and their opinion will be communicated to all the State Drugs Control­

lers.

Item - 19

Question whether validity of the provisions of Sec.22 is questionable when 

read with, sub-section 21(2) in the light of the meaning of the word 'prescribe' 

in Section 3.

The Committee felt that section 22 did not appear to be invalid even though 

sub-section (2) of section 21 states that the powers to be exercised or performed 

by Inspectors shall be prescribed by rules. Dr. Sarker was however, requested 

to obtain legal opinion, if necessary. In case there was need to make the powers 

of the Drugs Inspectors more specific or broad-based, requisite proposals could 

be forwarded for consideration when the Drugs Act is amended next time.

Item - 20

Clarification regarding the control of the Controlling Authority over the 

ex-officio Inspectors under the Drugs and Cosmetics Rules.

The Committee discussed this question and came to the conclusion that 

the ex-ofjScio Inspectors appointed in terms of the third proviso to rule 49 will
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be subject to the control of the Controlling Authority mentioned under Rule 50 

of the Drugs and Cosmetics Rules.

Item - 21

Specific provisions should be made in the rules for "production and quality 

control of tablets claimed to have delayed, repeat-and sustained release action.

The Committee, after discussion, agreed, that tablets with delayed action 

or with claims for sustained release should be considered as 'New Drugs1 and 

manufacturers of such preparations should be advised to obtain the clearance 

for such preparations from the Licensing Authority mentioned under Rule 21 

of the Drugs and Cosmetics Rules.

Item - 22

Suggestion to authorise the Drugs inspectors to exercise the power of police 

officer in Section 57 of the CRPC Act 1898 for the purpose of ascertaining 

the correct names and addresses of the person in possession of misbranded and 

adulterated drugs and from whom sample ol drug is collected or the drugs is 

seized.

The Committee discussed the suggestion and come to the conclusion that 

the powers-aiready vested in the Drugs Inspectors are wide enough and there 

was no need to provide any additional powers to the Drugs Inspectors for the 

purpose,

Item - 23

Provision should be made to lay down fees for inspection of establishments 

manufacturing Homoeopathic drugs, cosmetics and repacking pharmaceutical 

drugs.

The Committee agreed to the suggestion made by the Gujarat Drug Control 

Administration, that a provision may be introduced in the Drugs Rules for an 

inspection fee for inspection of the manufacturing premises engaged in the



manufacture of Homoeopathic medicines and cosmetics and that -the scale of 

inspection fee for this purpose should be the same as has been laid down for

repackers*

Item - 24 k  25

Provision may be made in the Drugs and Cosmetics Act providing punishment 

fnr contravention of Section 24 of the said Act.

Penal provision may be made for contravention of provisions to rule 54A 

for disposal of stock of drugs in respect of which prohibitory order is issued 

in a manner other than by way of sale or distribution i.e. by destruction.

The Chairman stated that amendments to the Drugs and Cosmetics Act 

cannot be made frequently and in a piecemeal manner. He promised that the 

suggestions made by the Director, Drugs Control Administration, Gujarat will 

be borne in mind when the Act is amended next time.

Item - 26

Suggestion to amend Section 18A read with Section 23(4) (iii) and 25(2) 

of the Drugs and Cosmetics Act so as to provide an opportunity to the Drugs 

Inspectors to examine the test report or sample in respect of sub-standard drugs 

manufactured by the manufacturers.

Shri Patel pointed out that as per the provisions of Section 18-A read with 

Sections 23(4) (iii) and 25 (2) of the Drugs and Cosmetics Act, the test report 

on a sample of a drug reported on as adverse is required to be sent to the dealer

from whom the drug has been purchased by the dealer from whom the sample

is drawn and not to the manufacturer. He felt that in such cases, the manufac­

turer should be given an opportunity to examine the test report.

Shri Sane pointed out that a provision exists under the Provision of Food

Adulteration Act for sending, under similar circumstances, a copy of the test

report to the manufacturer. The Committee recommended that a similar provision 

may also be introduced in the Drugs and Cosmetics Act when it is amended 

next time.
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Item - 27

Consideration of the question of introducing a provision in rule 142 for 

maintaining records of cosmetics by the manufacturer.

The suggestion made by the Director, Drugs Control Administration, Gujarat 

that records of manufacture should be maintained in respect of cosmetics by

the manufacturers was agreed to by the Committee. The Director, Drugs Control

Administration, Gujarat agreed to forward for further examination a draft of 

the proforma for maintenance of these records.

Item - 28

Consideration of the question of amending the Rule 108 of the Drugs and 

Cosmetics Rules to include plastic containers also for filling of parenteral prepa­

rations.

The Committee decided that Rule 108 of the Drugs and Cosmetics Rules

should be amended so as to permit the use of plastic containers for parenteral

preparations.

Item - 29

Provision may be made for granting permission to manufacture additional 

items for repacking of, drugs other than those in Schedule C & CL

Shri Patel informed the Committee that under the existing Rulg 69(5) 

and Form - 25 of the Drugs and Cosmetics Rules, a regular manufacturer of 

a drug need not obtain permission from the Licensing Authority for repacking 

drugs other than Schedule C and C l. The Committee considered such a provision 

is necessary and recommended that Rule 69(5) and Form-25 should be amended in 

such a manner as to make it mandatory on the part of the licensee to have 

the names of drugs which are repacked to be endorsed on the licence in Form-25.

Item - 30

Consideration of the question' of amending the exemption provision made 

in respect of contraceptives and disinfectants in Schedule K.̂
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' Shri Patel explained that in terms of the exemptions provided for in entries 

12 and 14 of Schedule K to the Drugs and Cosmetics Rules, dealers in disinfectants 

and contraceptives are exempted from the provisions of Chapter IV of the Act 

which require them to be covered by a sale licence. It has been brought to the 

notice of Gujarat Drugs Control Administration that dealers had been selling 

time-barred, contraceptives and disinfectant fluids which have crossed the date 

of expiry shown on the label.

The Committee, after discussion, recommended that the relevant entries 

in Schedule K of the Drugs Rules should be amended so as to debar dealers 

from stocking or selling drugs which have become time-expired.

Item - 31

Proposal to amend Rule 2(g) of the Drugs and Cosmetics Rules, so as to 

bring the sale to a manufacture by a wholesale dealers for use in the manufacture 

of drugs, within the purview of the definition contained therein.

Item - 32

Question as to what action could be taken in cases of parenteral preparation 

containing foreign particles.

Item - 33

Consideration of the question whether loose sale of capsules and tablets 

from bulk packings is permissible.

Item - 34

Suggestion to lay down suitable guidelines for inspection of hospitals and 

pharmacies.

Since the Drugs Controller, Tamil Nadu did not attend the meeting and 

since the background against which the subjects had been brought for discussion 

was not known, the Committee did not consider the above items.
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Item - 35

Consideration of the necessity of issue licences to representatives of distri­

butors who supply drugs to whole salers and retailers.

The Committee decided that there was no necessity to insist on a sale

licence to be taken by the sales representatives of manufacturers or their distri­

butors.

Item - 36

Provision may be made under Rule making it compulsory for dealers to

record batch No. of drugs other than Schedule C in Cash and Credit Memo.

The Chairman recalled that the rules relating to maintenance of records 

and registers by dealers had been specially examined by a sub-committee consisting 

of State Drugs Control authorities in consultation with the representatives from

the drug trade and were amended recently. The idea behind such examination

and consultations was that while records and registers which are essential from 

the quality control angle should be insisted upon. Dealers should be assisted 

by doing away with those records which entailed unnecessary and unproductive 

clerical labour. One of the agreements reached as a result of these discussions 

was that records of retail sale of drugs not covered by Schedules C & E may 

be maintained in Cash Memo and that the batch number need not be recorded 

in the Cash Memo. The Committee agreed in the circumstances that it may 

not be worth-while re-opening the whole issue.

Item - 37

Suggestion that perfumes applied or sprinkled on clothes should also be 

covered under definition of Section 3(aaa).

The definition of the term 'cosmetics' as given in the Drugs and Cosmetics 

Act included articles which are intended to be rubbed, poured, sprinkled or sprayed 

as or introduced into otherwise applied to the human body or any part thereof. 

In view of this definition, the Committee felt that it would not be possible to
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control perfumes which are applied to or sprinkled on clothes and not on the 

human body.

Item - 38

Provision should be made in the Act requiring the manufacturers to disclose

the particulars of the source from where they obtain the raw materials.

The Committee was of the view that it may not be necessary to lay down

a provision in the Drugs Rules making it mandatory on the part of manufacturers

to disclose the particulars of the source from where they obtain the raw materials. 

It is necessary however that the raw materials should be of standard quality 

and for this purpose forms for maintenance of records of drugs have already 

been laid down in the Drugs and Cosmetics Rules.

Item - 39

Clarification whether Rule 62(A)(b) is applicable for issue of a whole-sale 

restricted licences to itinerant vendors.

Shri Patel informed the Committee that the practice followed in his State 

was to grant restricted liecences so that drugs could be distributed in mobile 

vans in the remote parts of the State. The Committee agreed that this procedure 

could also be followed in Madhya Pradesh if found suitable.

Item - 40

(a) Suggestion that a condition may be added in Form 20-D making it compulsory 

to sell the medicines to licensed dealers only on the lines of similar condition 

in licence Form 20-B.

(b) Suggestion that a condition may be added in Form 25-C making it compulsory 

for manufacturer to sell medicines only to licensed dealers on similar lines 

of licence Form 25.

Item - 41

Provision should be made in Rules making it compulsory for dealers or
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manufacturers to disclose the constitution of their firms to the licensing authority 

of other States on demand.

Since no representative from the Drugs Control Administration in Madhya 

Pradesh, was present, the Committee could not consider these items.

Item - k l

De-addiction and Hospitalisation of Opium addicts in all the States as 

in Assam State.

The Drugs Controller, Punjab, desired to know the methods adopted for

treatment of addicts, particularly hospitalised treatment of opium addicts in 

the country. The Chairman stated that the subject did not fall within the purview

of the Committee and that, however, to the best of his knowledge, Gujarat

had made considerable studies in this field. Shri Patel informed the Committee 

that one Dr. Patel in the State Civil Hospital has been treating addiction cases 

with Methadone and this method had evoked keen interest in the WHO and other 

circles.

The Chairman stated that the WHO has published pamphlets on modern

methods of treatment of drugs addicts including addicts to narcotics and that

if the states felt that the subject should be given a greater degree of attention 

on all-India basis they could write to the D.G.H.S. It may be possible for the 

latter to convene a rneetr.? of the representatives from the States, the WHO 

and the I.C.M.R. The re>; i-sentatives from the Punjab and certain other States 

were of the view that the hitherto conventional methods used for the treatment 

of addicts to narcotics and other drugs needed to be changed in the light of 

the recent developments in this field and that the States expected advice and 

guidance from the Centre.

Item - 43

Mis-use of barbiturates - Steps to be taken by different States to check 

its mis-use.
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The representative from Punjab stated that in his State the misuse of 

barbiturates for non-medidnal use has assumed an alarming proportion and unless 

some positive measures were taken to control the import, manufacture, sale 

and distribution of barbiturate the position might aggrevate further. Since Punjab 

was a border State and also provided recruiting material to the army, the problem 

has assumed severe significance. He also said that there were reports that in 

Pakistan addiction to hallucinogen such as L.S.D. was on the increase and that 

there was every possibility of such dangerous material being smuggled into Punjab,

The Chairman informed the Committee that reports had been received 

earlier about the large scale misuse of barbiturate in Punjab. The Assistant 

Drugs Controller (India) North Zone and senior officer from the C.B.h had made 

an on-the-spot study and given their recommendations. The report is now under 

consideration and a conference with the Director of Health, Punjab, C.B.L, 

etc. is being arranged. The Committee discussed the subject at length and made 

the following recommendations

1. Import of barbiturates should not be allowed to Established Importers 

ss the latter serve as a source of supply.

2. Manufacture of barbiturates should be restricted by the State Drugs 

Controi authorities to a limited number of those whose bonafides are established.

The quantitive production should also be restricted to the minimum. The mainte­

nance of proper records of distribution by manufacturers should be enforced 

stringently and inspected frequently. The co-operation of the excise authorities 

should be sought in enforcing these regulatory measures,

3. Firms which were suspected of selling or distributing barbiturates 

in contravention of the provisions. of the Drugs and Cosmetics Act should be 

subjected to frequent inspection by Drugs inspectors and plain clothed police.

4. It would be necessary for the concerned states to examine the identify 

the areas where misuse of barbiturates is a real problem. Apart from certain 

dealers indulging in purchases of barbiturates from unauthorised sources and 

dealing in them insisting upon prescription and without maintaining records of 

sale a certain section of the medical profession in clear disregard of their

61



professional ethics have been conniving with the dealers by providing bogus 

prescriptions for barbiturates for addicts. The Director of Health Services, Punjab 

has been requested to arrange for a top level conference with the local police, 

excise authorites, medical associations etc. which the Central Drugs Control 

Organisation and the C.B.I. would be glad to attend.

It was also mentioned by some members that in certain states Ayurvedic 

and Unani practitioners of the systems of medicines have been considered as 

'Registered Medical Practitioners' with the result that the scope for misuse 

has been increased. Medical practitioners who had not undergone any academic 

training in modern drugs or who do not have any background knowledge of phar­

macology and therapeutics should not be allowed to prescribe barbiturates and 

other dangerous drugs.

An observation was made that Delhi manufacturers were mainly responsible 

for the supply of barbiturate preparations to the Punjab and Haryana and that 

restriction of their production in Delhi, vigilant check on their distribution by 

Delhi manufacturers at the points of wholesale supply in other States and timely 

communication of the quantities distributed could lead to better controls in 

the States of consumption. Punjab, it was stated, had not permitted the manufac­

ture of barbiturates. The Drugs Controller, Delhi, assured that he would hold 

discussions with the manufacturers of barbiturates in his area to evolve ways 

and means of minimizing production of barbiturates. He would also examine 

how best information regarding the distribution of barbiturates to other States 

could be conveyed.

Shri b .v . Patel, Director, Drugs Control Administration, Gujarat brought 

to the notice of the Committee that measures for keeping a rigid control over 

the production and distribution of narcotic drugs, barbiturates had been recommen­

ded earlier by a sub-committee of the Drugs Technical Advisory Board with 

late Dr. H.R. Nanji as convener. He mentioned that if these recommendations 

could be implemented without waiting for a revision of the Schedules E,G,H 

and L to the Drugs and Cosmetics Rules, positive results can be expected in 

preventing the misuse of barbiturates. The Chairman assured the Committee 

that he would examine Dr. Nanji's report and take necessary action.
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Item - 44

p r o v i s i o n  should be made to the effect that capsules are made available 

in strip packs or in a quantity of not more than 4 capsules in a vial for 

minimising the chances of their misbranding or adulteration.

The suggestion of the Drugs Controller, Haryana, was considered. The Chair­

m a n  stated that in the context of shortage of strip-packing machines and other 

packing mateials such as metal foil etc. in the country, it may be difficult to 

m a k e  it mandatory to have capsules strip-packed. Manufacturers, he said, are 

becoming increasingly conscious of the fact that it is in their own interests 

to adopt strip-packings for capsules and tablets and are resorting to such packings. 

The State Drugs Control authorities should continue to bring pressure on manufac­

turers to adopt strip-packings or pilfer proof packing for their drugs.

Item - 45

' Suggestion to lay down details of the equipment, space laboratory equipment 

and the staff to be employed for the manufacture of homoeopathic medicines 

and mother Tinctures under Rule 85 E and 85 H of the Drugs and Cosmetics 

Rules.

The suggestion of the Drugs Controller, Haryana, that details of the equip 

ment, space, laboratory equipment and the staff to be employed by the manufact­

urer of Homoeopathic Medicines and Tinctures should be laid down in the Drugs 

Rules was agreed to in principle. However, the Committee felt that it would 

be necessary to inspect the premises of leading manufacturers of Homeopathic 

medicines in this country to draw up a list of these requirements before these 

are incorporated in the form of Rules under the Drugs and Cosmetics Rules. 

The following Sub-Committee was constituted for this purpose.

1. Shri B.V. Patel Chairman

2. Dr. B.ft. Sarker Member

3. Dr. Chopra Member

4. Dr. K.G. Saxena, Adv. in

Homoeopathy in the Ministry 

of Health Member
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5. Shri M;K. Rangnekar

6. Shri S.HL Merchant

7. Dr. V.A. Moghe

Member

Member

Secretaries

Item - 46

Consideration, of the question as to whether Pharmaceutical specialities 

in Aerosol form should be considered as 'New Drug'.

The proposal from the Drugs Controller Administration Maharashtra was 

discussed. Shri Patel informed the Committee that there was little danger from 

the propellent gas whose properties are sufficiently known at present and that 

the co-solvents which are used should be examined for potential hazards, if 

any. The Committee, after discussion recommended that pharmaceutical specialities 

in aerosol form involving the use of metered out dose should be considered as 

'New Drug’ as clinical aspects regarding their satefy and efficacy will have 

to be assessed.

Item -- 47

Consideration of the question of specifying the amount of sample to be 

taken for sterility test and percentage of containers for fungi test for transfusions.

The Committee recommended that the suggestion made by the Director, 

Drugs Control Administrations Maharashtra may be taken into consideration 

before finalising the draft amendments to Rules 118 of the Drugs and Cosmetics 

Rules relating to the sterility test.

Consideration of the question of amendment to the definition of the clause 

(2) of term 'disinfectants' as appearing in Drugs and Cosmetics Rules.

It was explained that the intention of the notification defining the term 

'Disinfectant' was to control disinfectants fluids made from synthetic or naturally 

occuring substances and alsof those fluids which by virtue of their composition 

possesses disinfectant properties though the latter may be sold as deodarants.

Item - 48
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For this purpose it was necessary to have the word ’or' between these two types 

of disinfectants fluids. In view of this clarification it was decided not to amend 

the notification which has been published.

It was brought to the notice of the Committee that large-scale users like 

the railways, Government hospitals etc. have been indenting for deodarants 

while they actually needed disinfectants fluids. The deodarants now marketed 

are mainly designed to circumvent the provisions of the Drugs and Cosmetics 

Rules which regulate the standards of disinfectant fluids and do not have any 

disinfectant properties. The Chairman suggested that the Drugs Control authorities 

at the State and Central level should recommend to State A.M.Os. and other 

indenting authorities that for purposes of disinfection of hospitals, disinfectant 

fluids conforming to the specifications laid down in the Drug Rules should be 

used and that the so-called deodarants would not serve the purpose.

Item - 49

Consideration of the question of determining which would be deemed to 

be a new drug and procedure to be followed in respect of Radioactive drugs 

bv Bhabha Atomic Research Centre on behalf of other Institution.

Shri Sane raised two points :-

(a) How long should radioactive drugs which are not in the pharmacopoeia

be treated as new drugs; and

(b) , the procedure that should be followed in clearing new radioactive drugs

manufactured by Bhabha Atomic Research Centre for investigation and

clinical trials by other institutions and doctors.

Regarding (a), the Chairman stated that the radioactive drugs which are 

not in the pharmacopoeia will continue to be considered as new drugs till they 

are finally absorbed by the pharmacopoeias. As for the drugs required for investi­

gation and trials by institutes and other doctors, it was decided that the Bhabha 

Atomic Research Centre should give the names of the radioactive drugs which 

are cleared by Radiation Medical Centre together with the names of the doctors 

etc. who desire to conduct clinical trials so that test licence could be issued
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after ascertaining the competence of the doctors for the use of such drugs and 

the facilities available with them for such trials.

Item - 50

Consideration of the question of action to be taken in respect of some 

drugs reported to be not of standard quality and consideration of the question 

ofiix ing sampling programme by Drugs Controller (India).

(i) Parenteral preparations found to be not of standard quality on account

of suspended matter.

Shri Sane stated that a large number of samples of parenteral drugs in 

the State are reported to be not of standard quality on the ground that they 

contain suspended matter. He added that the presence of suspended matter 

may not due to deterioration of the active ingredients but also to various other 

factors such as the quality of the glass of the container, the rubber bungs, varia­

tions in the quality of raw-materials etc. He desired that the question should 

be discussed so that a uniform policy in regard to the action to be Ntaken in

such cases could be decided upon. He added for the information of the Committee 

that the practice followed in his State was to order the withdrawal of the prepa­

rations in case the controlled samples retained by the manufacturers were also 

found to contain suspended matter.

Or. Chopra stated that the intensity of shock and anger that the medical 

practitioner and the consumer feel when they see suspended matter in injections 

should not be ignored while discussing what action should be taken in such cases. 

Shri Patel stated that two aspects will have to be considered namely, (a) how 

to minimise the incidence of the suspended matter, and (b) the action that should 

be taken in regard to the preparations found to contain particulate matter. He 

was of the opinion that withdrawal of the defective preparation should be carried 

out in all cases.

Shri Patel also indicated that the Baroda Analytical Laboratory had carried 

out studies on the nature of suspended matter encountered in injectable prepara­

tions and tranfusion solutions. The contaminants, in most cases, had leaked from
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rubber bungs. A drug manufacturer in Gujarat had organised research studies 

for developing.a protective coating for rubber bungs and if successful the problem 

of suspended particles in tranfusion solutions and vials could be reduced to the 

minimum. He recommended that analytical laboratories would do well to study 

the nature of the contaminant by centrifuging the solutions and identifying the 

matter. "The particle Atlas" published could serve as useful guide for this purpose. 

Such studies could help us to remedy the basic defects.

The Chairman observed that parenteral preparations reported to contain 

suspended matter should not be permitted to be sold merely because the record 

samples did not show any such defect. The feelings of the doctor and the patient 

have also to be borne in mind. He, however, admitted that though it was not 

entirely possible to eliminate suspended matter in the absence of quality control 

measures in the glass and rubber industry.

Shri Sane stated that in Maharashtra they were encouraging manufacturers 

to pool their requirements of glass containers and rubber bungs so that drug 

manufacturers could bargain for better quality products.

After discussion, the Committee recommended the following steps

(a) State Drug Control authorities should advise drug manufacturers to pool 

their requirements of glass containers and rubber bungs so that the former 

may be in a bargaining position for obtaining quality Products;

(b) Drug Control authorities at the Central and State level should bring manu­

facture of glass containers and rubber bungs into more intimate contact 

with the consumers in the drug industry so that the requirements of drug 

manufacturers and the disabilities suffered by the manufacturers of packing 

material could be mutually appreciated; and

(c) All Analysts should adopt a uniform method for the detection of particulate 

matter in parenteral preparations namely, examination of the preparations 

by the naked eye in daylight and when analysts declare samples to contain 

suspended matter, mere examination of the record samples maintained 

by manufacturers will not be sufficient. Trade samples from the depots



or distributing manufacturers or from dealers should be re-examined. If 

full information is supplied, the Central Zonal Drug Control Organisation 

would try to examine stocks of the product complained of in their areas 

and send telegraphic reports so that withdrawal of the batch could be carried 

out.

(ii) Standards for Absorbent Cotton Wool.

The suggestion made by the Drugs Control Administration Maharashtra 

regarding the change in the I.P. specifications in respect of Absorbent Cotton 

Wool was discussed.

The Chairman stated that a number of manufacturers of Absorbent Cotton 

Wool use cotton waste as basic material for manufacture, it was difficult for 

them to comply with the I.P. specifications for Absorbent Cotton Wool. He sugges­

ted that the standards drawn up by the I.S.I. should be adopted, as they represen­

ted the greatest common measure of agreement among the consumers.

the Director, Drugs Control Administration, Gujarat stated that those 

manufacturers using Bengal Desi Cotton did not find any difficulty to manufacture 

Absorbent Cotton Wool conforming to the I.S.I. specifications. However, during 

the processing operations, the basic qualities of cotton were likely to be affected 

drastically.

The Committee agreed to the following lines of action to be taken

(a) Standards for wool cotton absorbent should be drawn up on the basis 

of Bengal Desi Cotton and the discussions at the I.S.I. which had brought together 

almost all consumer interests.

(b) A survey should be made of the absorbent wool cotton industry in the 

country as to whether they use Bengal Desi Cotton or Cotton waste as the starting 

material ; and

(c) Dr. P.K. Gupta, Zonal Officer in the Southern Zone would consult 

the Textile Research Centre in Coimbatore and the Institute of Technology 

at Madras for a suitable method of manufacture of wool cotton absorbent from
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Bengal Desi Cotton. Similar enquiries may be made by the State Drug Control 

authorities, i f  possible. .

(iii) Standards for Surgical Gauze

The suggestion of the Director, Drugs Control Administration, Gujarat, 

that the I.S.I. standards for surgical gauze should be adopted for the purpose 

of the Drugs Act was agreed to by the Committee.

#(iv & v) Question of fixing a limit for sulphanilamide in the sulphacetamide 

Eye Drops.

Testing of Condoms.

Both these items had been discussed earlier vide Agenda Item No.9

Item - 51

Consideration of the question of making a provision in Drugs and Cosmetics 

Rules to the effect that the Drugs Stores should be owned by a Registered Phar­

macist only.

The Committee considered the question of making a provision in the Drugs 

and Cosmetics Rules to the effect that drug stores should be owned exclusively 

by Registered pharmacists. It was felt that though it would be desirable to lay 

down such a provision it was premature to take any such action.

Item - 52

Consideration of the question of amending existing labelling provisions 

for cosmetics.

This subject had been considered earlier vide the Agenda Item No. 14.

Item - 53

Consideration of the question of laying down minimum conditions for grant 

of a licence to manufacture cosmetics. .
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The suggestion made by the Drugs Control Administration, Maharashtra 

for laying down minimum conditions for the grant of a licence for the manufacture 

of cosmetics was discussed by the Committee and it was decided to accept 

them as guidelines for the present. (Annexure - II)

Item - 5b

Relaxation of qualifications of Inspectors under rule 49 of the Drugs Rules 

for sale premises.

Initiating the subject, Shri Sane stated that the proposal had been made 

mainly to overcome the shortage of graduate pharmacists. Besides, the basic 

technical knowledge acquired by a diploma holder would be more than adequate 

for inspection of sales establishments.

The Chairman stated that two aspects needed special consideration,, While 

the proposal has been mooted on the ground that graduate pharmacists are not 

available in adequate numbers for appointment as Inspectors, the picture presented 

by States such as West Bengal, Mysore and Madras is that Pharmacy graduates 

in those states have not been able to secure jobs. Secondly, the consequences 

of appointing Diploma holders as Inspectors on a lower salary scale as compared 

to graduates may not be healthy especially in matters relating to professional 

integrity which is vital in the field of Drugs Control.

Shri Patel said that if Diploma Holders in Pharmacy were appointed as 

Drug Inspectors, it would not be possible for the State Government to declare 

them as Gazetted Officers especially as their pay-scale was bound to be lower 

than that for Inspectors with graduate qualifications.. This would lead to undesira­

ble differentiation in the same profession and cause in efficiency. Besides, he 

added that such Inspectors will lanquish in the development for want of avenues 

of future promotion which would create serious problems to the Organisation.

The Committee after discussion felt that it would not be desirable to appoint 

Diploma holders in Pharmacy as Drug Inspectors.
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Item - 55

rnntrol over the manufacture and sale of Stains and Chemical Agents 

inPx as Diagnostic Agents under the Drugs and Cosmetics Act.

-The question whether microscopic reagents, Stains and diagnostic agents 

should be controlled under the provisions of Drugs and Cosmetics Act was discus­

sed. It was felt that while legally there may be no objection in controlling such 

substances under the Act, the question as to how best their standards could 

be regulated from the practical point of view needed examination.

The Chairman stated that the decision to control stains and diagnostic 

agents was taken mainly because complaints regarding their inadequate perfor­

mance had been received. Besides, the reaction of the public if diagnostic reagents 

such as Benedix solution, teststrips for determining the content of sugar in urine 

do not give satisfactory results must not be ignored.

After discussion it was agreed that control for the present should be limited 

to very essential diagnostic reagents and stains which are commonly used by 

the hospital or the general public, sera etc. used for determination of blood 

groups, preparations for oral or internal use for diagnosis of the diseases etc. 

The Committee further decided that the Deputy Drugs Controller (India), Central 

Drugs Control Organisation (West Zone) should discuss the subject further with 

the Drug Control authorities in Maharashtra and Gujarat and draw up a list 

of reagents to be regulated and compile standards for them.
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PART II

ANNEXURES TO THE MEETINGS



ANNEXVJRE - 1

STATEM ENT SH O W IN G  THE A C T IO N  T A K EN  O N  T H E M INUTES O F  THE T W ELFTH  M EET IN G  O F  THE 

D R U G S  CO N SU LTAT IV E  CO M M IT TEE H E L D  AT C O C H IN  O N  T H E 19TH A N D  20TH S E P T E M B E R , 196S.

Item  No.
R ecom m endations  o f  the  Drugs C o nsu lta tiv e  

C o m m itte e A c tio n  taken

(1) (2) (3)

Agenda Item  N o .l

i) S ta ff in g  Patterns 
in S tates.

The C ha irm an  po in ted ou t th a t the  C o m m itte e  on Drugs 
C on tro l had h igh ligh ted  the de fic ienc ies  o b ta in ing  in Drug 
C on tro l A dm in is tra tio n  in various S ta tes  and it  had also 
g iven the s ta ffin g  pa tte rn  th a t  should be fo llow ed by each 
S ta te . Most o f the  S ta te s  had not been able  to  re c tify  
the  defic ienc ies  in the ir  o rgan isa tions  and augm en t the ir 
o rgan isation  to the desired ex te n t. The C h a irm an  requested 
the  members to w rite  to  h im  about the  present s ta ffin g  
p a tte rn  and also the steps taken  to augm en t the ir  o rgan isa ­
tion . The d iff ic u lt ie s  th a t are encoun te r in expand ing 
the Drug Con tro l D epa rtm en ts  to  the leve l recom m ended  
in the report o f the  C o m m itte e  on Drug C o n tro l m ay also 
be m entioned  in th is  le tte r . The C e n tra l O rgan isa tio n , 
he said, would seek the  assistance  o f  the  G ove rnm en t 
o f Ind ia , M inistry o f  H ea lth , F am ily  P lann ing  and U rban 
D eve lopm ent to take up the m a tte r  w ith  the  S ta te  G ove rn ­
m ents.

The Drugs C o n tro l a u th o r itie s  o f  the  
s ta tes  were requested to  furn ish the  
in fo rm a tio n  regard ing  the  present 
s ta ffin g  p a tte rn  and also the  steps t a ­
ken to augm en t the ir  o rgan isa tion . 
The replies so far rece ived  reveal 
th a t some o f  the  S ta te s  have augm en ­
ted the ir  s ta f f  w h ile  o thers have pu t 
up the ir  proposals to  th e ir  respective  
G ov ts . One or tw o  sta tes  have s ta ted  
th a t  due to  f in a n c ia l s tr ingency  the ir  
proposals cou ld  not be considered fa ­
vourably  by th e ir  S ta te  G ov ts , bu t 
e ffo r ts  are being m ade by them  to  
expand the ir  D rug  C o n tro l O rgan isa ­
tio n .

ii) Correc tions  to 
be m ade in I.P . 
1966.

The C ha irm an  also dw e lt on the  need for co rrec ting  d a ta  
supplied in the Ind ian  P harm acopoe ia  1966 ed it io n . He 
requested members, p a r t ic u la r ly  the  D rug C o n tro l a u th o r itie s  
o f  M aharashtra , G u ja ra t and West Bengal where the  industry  
was 1 concen tra ted  to  ge t in touch  w ith  the  drug m a n u fa c tu ­
rers located  in the ir respective  S ta tes  and to a scerta in  the  
corrections th a t need to  be m ade in the  I.P .1966 .

The Drugs C o n tro l A u th o r it ie s  o f  
S ta tes  were requested  vide th is  D te . 
L e tte r  No.53-18/68-D d t .22.1.69 to  
ge t in touch  w ith  the  drug m a n u fa c ­
tu rer lo ca te d  in the ir  re spec tive  S ta te  
and ascerta in  the  co rrec tions  th a t  
are requ ired  to be m ade  in the  Ind ian  
P ha rm acopoe ia  66. The S ta te s  w hich  
have forw arded the  co rrec tions  to  be 
m ade in I.P . 1966 have been re ferred  
to  the  Ind ian  P h a rm aco po e ia  C o m m it ­
tee  for its  c o ns ide ra tion .
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A genda Item  - 2 1

Use o f  t im e  expired 
drugs.

The ac tio n  taken  on the  m inu tes  o f  the  e leven th  m ee ting  
o f  the  Drugs C o n su lta t iv e  C o m m itte e  was exp la ined  by 
the  C h a irm an . R egard ing  the  a c tio n  taken  on Item  l(v ) 
abou t the  use o f  tim e-exp ired  drugs, the  m em bers s ta te d  
th a t  it  w ould  be m ore app rop ria te  i f  the  G ove rnm en t o f  
Ind ia , M in is try  o f  H e a lth , F .P . and U .D . w rote  to  the  S ta tes  
on th is  sub jec t. The recom m enda tion  m ade by the  Drugs 
C o n su lta t iv e  C o m m itte e  on th is  issue cou ld  be forw arded  
to  the  S ta tes  for the  gu idance  o f  the ir  A d m in is tra t iv e  
M ed ica l O ff ic e rs .

The re co m m enda tio n s  o f  the  Drugs 
C o n su lta t iv e  C o m m it te e  have been 
forw arded to  the  S ta te  G ov ts , by the  
M in is try  o f  H e a lth , F .P . <3c U .D . for 
in fo rm a tio n  and necessary a c t io n .

A genda Item  - 3(a)

Suggestion made by 
the  D irec to r , Drugs 
C on tro l West Bengal 
th a t i f  m ed ica l G lu ­
cose is contro lled  
under the Drugs and 
C o s m e t ic s  A c t ,  
m e d ic in a l lactose 
should also be tre a ­
ted  on the same 
foo ting  and th a t 
bo th could be bro- 
ughtunder contro l i f  
the  word lactose is 
rem oved from  the 
exem ption  clause.

The C o m m itte e  considered the  question  w hether 'L ac to se ' 
should be rem oved from  the  en try  10(ii) o f  Schedu le  'K ' 
w herein  it  has been described  as an a r t ic le  o f  food as 
w ell as drug , on the sam e anology as 'G lu co se '. S ince G lucose  
for w hich no th e rap eu tic  c la im s  are m ade is not considered 
as drug, the  C o m m itte e  recom m ended  th a t  'L a c to se ' uo 
d e r id e n tic a l cond itions , should also not be considered  as 
a drug . It was agreed th a t en try  10(ii) o f  Schedu le  'K ' 
should be am ended  su itab ly .

The C h a irm an  said th a t fo llow ing  the  dec is ion  taken  a 
rise in the  prices o f  G lucose  and Lactose  cou ld  be expected . 
He how ever said th a t  s ince G lucose  was taken  as a food 
supp lem en t by inva lids , i t  was necessary to  m ake sure 
th a t  the  a r t ic le  sold in the  m arke t was o f  s tandard  q u a lity . 
S tandards  for G lucose  had been la id  down under the P .F .A . 
A c t  and these  standards w ould  be c irc u la te d  to  the  S ta te  
Drugs a u th o r it ie s  who, in tu rn , cou ld  draw  the  a tte n t io n  
o f  the  a u th o r it ie s  responsib le  for en fo rc ing  the  q u a lity  
o f  food item s  to  those standards.

The proposal regard ing  d e le tio n  o f  the  
word 'L ac to se ' from  the  en try  10(ii) 
o f  the  Schedu le  'K ' to  the  D rugs and 
C osm e tics  R u le s  has been re fe rred  to  
by the M in is try  o f  H e a lth  and F a m ily  
P lann ing  to the  Drugs T echn ica l A d v i­
sory Board for its  c o ns ide ra tion .

A copy o f  the  s tandards  for g lucose 
prescribed under the  P re v en tio n  o f  
Food A d u lte ra t io n  R u le s  was sent to  
a ll S ta te  D rugs C o n tro l a u th o r it ie s  
under th is  D ire c to ra te  L e tte r  N o .53-5 
/68-D d t. 13.2.1969 for g u id an ce . The 
standards for lac to se  have  no t ye t 
been la id  down under P .F .A . A c t  and 
the question  o f  lay ing  dow n s tandards 
for th is  item  is under cons ide ra tion  
o f  th is  D te . as a lre ady  c o m m u n ic a te d  
in the  above le t te r
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Agenda Item  - 3(c)

C o n s id e r a t io n  o f 
t h e  s u g g e s t i o n  
m ade by Dr D .Ghosh 
D ire c to r , C en tra l 
Drugs Laboratory , 
C a lc u tta  on the re­
com m endations  o f 
the  Drugs Consu l­
ta tiv e  C o m m itte e  
regard ing provision 
t o  b e  m a d e  
under the Drugs 
and Cosm etics  A ct 
and Rules for the 
G overnm ent A na ­
lyst to give his op i­
nion regarding the 
l a b e l l i n g  o f  
drugs and declare 
them  to  be m is­
branded whenever 
necessary.

A genda Item  -3(d)

Suggestion m ade by 
West Bengal tha t 
the question o f a 
su itab le  d e fin it io n  
o f  t h e  t e r m  
'B a tch ' in respect 
o f m ed ic ina l gases 
may also be consi­
dered in the  ligh t 
o f general m anu ­

fac tu ring  practices.

Tf^e C o m m itte e , a fte r  d iscussion, recom m ended  th a t :-

a) the  tes t report o f  the  G overnm ent ana lys t should essen­
tia lly  com m ent on the  fac t w hether the drug is o f  
standard qua lity  or not;

b) and th a t ac tua l com m ents  on o ther aspects o f  the  
drug (such as labe lling , ne t con te n t, p a ck ing /con ta ine r 
e tc .) m igh t be shown below  as an 'O bserva tion ' or 
a 'N o te ' or N .B .' in such a m anner as to leave it to  
the  S ta te  en fo rcem en t au tho ritie s  to  draw  the ir  own 
conclusion from  the fac ts  set ou t as to  w hether the  
drug is 'm isbranded ' or not.

The C o m m itte e  a fte r  discussion agreed th a t the  production  
o f m ed ic ina l gases in a week from  one tank  load should 
be considered as a "B a tch " provided the  tank  was em p tied  
every week. In case, however, the  m anu fa c tu re  was a 
continuous process in w hich the  tank  was not un loaded 
a fte r  a week, a day 's produ tion  m igh t be considered as 
cons titu ting  a "B a tch ".

The D irec to r , Drugs C on tro l A dm in is tra t io n , M aharash tra  
s ta ted  th a t he had drawn up a lis t o f  tests  th a t m igh t

The decis ion  taken  a t the  Drugs C o n ­
su lta t iv e  C o m m itte e  was conveyed 
to its  m em bers vide th is  D te . L e tte r  
No.53-20/68-D d t . 23.1.1969 w ith  
a request to  bring th is  dec is ion  to  the 
no tice  o f  the  G overnm en t A na lysts  in 
th e ir  respective  S ta tes  for necessary 
a c tio n .

The d ra ft  am endm en t to  R u le  96 
g iv ing  the  exp lana tion  to  te rm  'B a tch ' 
re la t in g  to  the  various classes o f  
drugs is under process. The te rm  
'B a tch ' in respect o f  m e d ic in a l gases 
has also been inc luded  in th is  d ra ft  
keeping in m ind  the  gu ide  lines g iven 
by the  Drugs C o n su lta t iv e  C o m m itte e .

A no te  on tests to  be conducted  on 
m e d ic in a l gases draw n up by the
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Agenda Item-3(e)(i)

A m e n d m e n t  to  
rules 96 to 109 o f  
the Drugs and Cos­
m etics  Rules regar­
d in g  p a r t ic u la r s  
t o  b e  s h o w n  
on am poule  lables- 
Recom m endation  o f  
the Sub-C om m ittee .

be carried  ° u t  on the  m ed ic in a l gases and those m igh t be 
he lp fu l to  o ther S ta te  Drugs C on tro l au th o r itie s . The C h a ir ­
man requested Shri R angnekar to  forw ard the in fo rm a tio n  
to the  C e n tra l O rgan isa tion  so th a t  it  could  be c ircu la te d  
to  a ll the  S ta te  Drug C on tro l au tho ritie s .

The recom m endations  o f  the  S ub-C om m ittee  were agreed 
to by the  Drugs C o nsu lta tiv e  C o m m itte e  a t its  last m ee ting  
held, a t C och in  sub ject to  the  c e rta in  changes to be m ade 
in the  d ra ft  am endm ents  to  rules suggested by the  Sub-Com ­
m itte e .

D ire c to r , D rugs C o n tro l A dm in is tra ­
tio n , M aharash tra  was c ircu la te d  
to the  S ta te  Drugs C o n tro l a u th o r it ie s  
under th is  D ire c to ra te  L e tte r  No.53- 
22/68-D d t. 18.6.1969 for gu idance .

The d ra ft  am endm en ts  as suggested 
by the  S ub- C om m itte e  have been re ­
ferred to  by the  M in is try  o f  H ea lth  

F .P . & U .D . to  the  D .T .A .B . for its  
cons ide ra tion .

Agenda Item -3(eX ii)

C o n s id e r a t io n  o f 
the  m anner in w hich 
the date  o f  expiry 
should be shown ta ­
king in to  account 
the  present p rac ­
t ice  followed by 
som e  m a n u fa c tu ­
re rs  o f  showing
only the m onth and 
the  year w hich le a ­
ves the  trade  in 
doubt w hether the 
drugs are expected 
to retain- the ir po ­

tency t i l l  the end 
o f  the  m onth or t i l l  
the  beginning o f 
t h e  m o n t h .

The C o m "n ittee  was o f  the  view th a t  da te  o f  expiry should 
be given in term s o f  m onth  and year. It would mean th a t 
the  product is po ten t t i l l  the  last date  o f  the  m on th . Further 
the  date  o f  expiry given as ind ica ted  above should be procee­
ded by the words "Expires".

The proposal has been re fe rred  to  by 
the  M in istry  o f  H e a lth , F .P . and U .D . 
to  the  D .T .A .B  for its  cons ide ra tion .
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Agenda Item-3(eK iii)

Cons idera tion  o f  the 
procedure th a t could  
be fo llowed by m a ­
nu facturers  for in d i­
ca ting  on the label 
th a t  the  drugs con­
form  to  the N ationa l 
Form u lary  Standards.

Agenda Item-3(e)(iv)

The question o f  de­
f i n i n g  th e  te rm  
'C o m p u n d in g ' and 
’D ispensing ’ as sug­
gested a t the 10th 
D rugs  C o n fe ren ce  
and  th e  question  
w hether experience 
o f  sale across the 
c o u n te r  could be 
deemed to  be ade­
qua te  to  consider a 
person as "qua lifie d  
pe rson  under the 
Drugs and Cosm etics 
Rules.

The C o m m itte e  was o f  the  view th a t i f  the  words (’N .F .I.) 
are m entioned  on the  labe l, fo llow ing  the  nam e o f  the 
drugs as given in the  N a tio na l Fo rm u lary  it  should be 
considered as the  drug having been m anu fac tu red  accord ing  
to  the  fo rm u la  given in N .F .I. and the  necessary provision 
should be made in the  rules, th a t when a prepara tion  
is labe lled  as (N .F .I), it  shall no t be necessary to  give 
fo rm u la  on the labe l.

S ince D ispensing includes com pounding  it  was not considered 
necessary to define  the  term s 'd ispensing1 and 'C om pound ing ' 
separate ly .

A new category o f  persons possessing the  m in im um  
academ ic  q u a lif ic a t io n  o f  S .S .C . or an equ iv a len t ex am ina ­
tion  and w ith  an adequate  know ledge o f  p repara tion  o f 
drugs, the ir ac tion , s ta b ility , dosage, storage cond itions  
and the  d iffe ren t schedules under w hich the  drugs are 
c lass ified  e tc . should be pe rm itte d  to  sell p rescrip tion  
drugs other than hab it fo rm ing  drugs in o r ig in a l pack ing  
or in loose form .

Agenda Item  No.<t

Cons idera tion  o f  the 
question o f  lay ing  
down guidelines for 
en fo rcem en t o f  rule 
62(B)(2) and 64(2) o f

The C ha irm an  said th a t the ex isting rules 64 and 62(B) are 
not com prehensive and do not lay down proper guide 
lines for g ranting  sale licence  keeping in m ind  the l im ita ­
tions set out in them . He s ta ted  th a t the regu la tions 
fo llow ed in F rance , G oa , and P o rtuga l for g ran t o f  sale

The proposal has been re ferred  to  by 
the M in istry  o f  H ea lth  and F .P . and 
U .D . to  the  D .T .A .B . for its  cons i­
de ra tion .

The proposal has been re ferred  to  by 
the  M in istry  o f  H ea lth  and F .P . to  the  
D .T .A .B . for its  cons ide ra tion .

A note  on the  procedure adop ted  in 
F rance  and G oa  for the  g ran t o f  sale 
licences on the  basis o f  popu la tion  
was c ircu la te d  to the  Drugs C o n tro l 
au th o r itie s  o f  the  S ta te  vide th is  D te .
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Agenda Item  No. 13

Consideration  o f the 
question o f licensing 
the m anufacture  and 
sale o f D iagnostic  
agents and laying 
down standards for 
them .

During the discussion o f  th is  item  the C o m m itte e  had 
desired tha t it would be useful i f  the standards for d iagnos­
t ic  agents inc lud ing  sta ins and enzym e strips for d iagnosis 
as m igh t have been la id  down by the Food and Drug A d m i­
n is tra tio n  o f U .S .A . and C anada  are ob ta ined  and c ircu la te d  
io  the S ta te  Drugs C on tro l A u tho r itie s  for the ir  in fo r ­
m a tion .

ho

This D ire c to ra te  had addressed the 
Food and D rug A u th o r it ie s  o f  U .S .A . 
and C anada  to  furn ish  the  lis t o f  
d iagnostic  agen ts  con tro lle d  by them  
under the purv iew  o f  the  Food , Drugs 
and C o sm e tic  A c t a long  w ith  the 
standards. R ep lie s  have been rece ived  
fro m  b o th  th e  A d m in is t r a t io n s .

The Food D rug A d m in is tra t io n , 
U .S .A . have c o n firm e d  th a t  d iagnostic  
agents are sub jec t to  the  ju r isd ic t io n  
o f  the  Federa l Food , Drugs and C os ­
m etics  A c t. H ow ever w ith  the  excep­
tion  o f a n t ib io t ic  sen s it iv ity  dies in 
respect o f w h ich  s tandards have been 
la id  down they have no lis t o f  such 
d iagnostic  p repara tions .

The Food D rug D ire c to ra te , C anada  
have  in fo rm e d  th a t  a t present 
only d iagnostic  agents o ther than  the  
one w hich are in je c te d , sw allow ed by 
m an or app lied  on hum an  body, are 
not considerd to be drugs and conse­
quen tly  are not sub jec t to  th e ir  p re ­
sent leg is la tio n . How ever, it  is expec­
ted th a t in some near fu tu re  th e ir  le ­
g is la tion  w ill be am ended in such a 
way th a t these products  w ill be cove ­
red by the ir  Food and Drugs A c t 
and R egu la tio n .

The above in fo rm a tio n  was c o m m u ­
nicated to a ll S ta te  Drugs Control  au­
thorities vide this Dte.  Le t ter  No.53-
3 6/68-0 dr .  6.5.1969.
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Agenda Item  No.

Cons idera tion  o f the 
q u e s t io n  w h e th e r  
m anu fac tu re  o f a r t i­
cles like i f  pe rfu ­

mery com pounds, aro­
m a tic  chem ica ls  
which are used as 
raw  m a te r ia ls  in 
other industries be­
sides the Cosm etics  
industry should be 
required to  be licen ­
sed under the Drugs 
and Cosm etics A ct 
and Rules, tre a ting  
them  as com ponents 
o f cosm etics .

A genda Item  No. 16(a)

Q uestion  o f  am end­
ing Section  22(a) o f 
the Drugs and Cos­
m etics  A ct to make 
s p e c if ic  provisions 
em pow ering an Ins­
pector to inspect'any 
p r e m is e s  w h e re  
drugs are sold, s toc ­
ked or ex h ib ited  
for sale or d is tr ibu ­
ted , s im ila r to the 
one re la ting  to m a ­
nu fac tu re  w hich a l” 
ready exists.-

The D irec to r Drugs C on tro l A dm in is tra t io n  M aharashtra  
explained tha t in his S ta te  the  p rac tice  had been th a t 
i f  an item  was used in the  m anu fa c tu re  o f  cosm etics  as well 
as in other industries, no licence  for its  m anu fac tu re  under 
Drugs A ct was insisted upon. The C o m m itte e , recom m ended 
a t tha t same procedure m igh t be adopted by o ther S ta tes  
sub ject to the cond itions  th a t the  item  was not labe lled  
as o f  "C osm e tic  grade".

In view o f  ce rta in  com m ents  rece ived  
from  the D ire c to r , Drugs C o n tro l A d ­
m in is tra tio n , M aharash tra  the  proposal 
w ill be discussed a t the  forth  com ing  
m ee ting  o f  the  Drugs C o n su lta t iv e  
C o m m itte e  for su itab le  am endm ents  
o f the  m inutes to  be m ade under 
th is  item .

Shri P ate l explained th a t under Section  22 o f  the Drugs A c t, 
19^0 there was no spec ific  provision em pow ering  the 
Inspector to inspect prem ises where drugs are sold or 
stocked or exh ib ited  for sale or d is tr ib u tio n  s im ila r  to 
the one re la ting  to m anu fac tu r in g  firm s . When the  A c t 
did not vest the inspector w ith  spec if ic  powers rule  51 
cannot go beyond the  scope o f  the  provision o f  the  A c t. 
It was, there fore , necessary to am end S ec tion  22 o f  the 
A c t vesting the Inspector w ith  the  said powers. The C h a ir ­
m an sta ted  tha t the  view  o f the  Law  M in istry  w ould 
be ob ta ined  as to  w hether rule  51 is in consonance w ith  
the parent provision in the A c t.

The m a tte r  was re ferred  to the  M in is ­
try  o f  Law  for the ir  views as to 
w hether R u le  51 is in consonance w ith  
the parent prov is ion  under Sec tion  22 
o f the  A c t and w hether it  w ould 
be necessary to  am end  Section  22 o f  
the  A c t by prov id ing  the necessary 
powers to  the  Inspectors to  inspect 
the  sale prem ises. The views o f  the 
Law  M in istry  are as below

In the  lig h t o f  Sec tion  22(l)(d) read 
w ith  C lause  (b), it  canno t be said th a t 
ru le  51 is no t in consonance w ith  the 
pa ren t prov is ions o f  the  A c t as Sec .21
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A genda Item  No. 18

C onsideration  o f the 
question  as to w hat 
standards may be 
adopted in regard to 
m e t a l  p a r t i c l e s  
found in eye o in t­
m ents.

The C o m m itte e  discussed the question  and recom m ended 
th a t m anu fac tu re rs  o f  m e ta l tubes in the  country  should 
be requested to fo llow  the B ritish  S tandards In s titu tio n  
spec ific a tio n  for m e ta l pa rtic le s  in eye o in tm en t tubes. 
The Ind ian Standards In s titu tio n  it was agreed, should 
also be requested to  draw  up s im ila r standards for 
use in th is  country .

(i)(d) sta tes th a t  the  inspector m ay 
exercise such o ther pow er for carry ing  
out the  purposes o f  C h ap te r  III 
or any rules m ade the reunder.

The M in istry  o f  L aw , how ever have 
s ta ted  th a t the  e lem en t o f  doubt 
w hich is not un like ly  to  arise  in th is  
regard may be c leared  by m ak ing  an 
exp lic ity  prov is ion .

When the  A c t is am ended  nex t t im e  
oppo rtun ity  w ill be ava iled  o f  to  in ­
c lude an e x p lic ity  prov is ion  under 
Section  22 by prov id ing  the  necessary 
powers to the  inspectors to  inspect 
the  sales prem ises.

1. The m anu fac tu re rs  o f  m e ta l tubes 
have been requested vide th is  D ire c ­
to r a te  le tte r  No.53-9/68-n dated  
16.10.69, copy endorsed to  a ll S ta te  
Drugs C o n tro l a u th o r it ie s  th a t the 
m e ta l tubes m anu fa c tu re d  by them  
should conform  to the  B r itish  S ta n ­
dards In s t itu t io n  sp e c if ic a t io n . A copy 
o f  the  test for m e ta l p a r t ic le s  in col- 
lapsise tubes as g iven in B ritish  S ta n ­
dard In s titu t io n  sp e c if ic a t io n  B S 
4230-1967 was also sent to  them .

2. The Ind ian  S tandards  In s t itu t io n  
w hich was requested by th is  D ire c to ­
ra te  to  draw  up the  standards for 
m e ta i p a r t i c l e s  in ey e  o i n t m e n t s  tubes
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has agreed to  the  fo rm u la tio n  o f  an 
Ind ian  S tandard  for the  ite m . Necess­
ary ac tio n  in the  m a tte r  is being 
taken .

A genda Ite m  No. 19

Suggestion to change 
the  pack ing o f  A b ­
sorbent C o tto n  Wool.

co
o

The C ha irm an  expla ined  to  the C o m m itte e  th a t  recen tly  the 
Defence  M in istry  had sent a co m m un ica tio n  s ta tin g  th a t 
the  m anufacture rs  o f  surg ica l dressings were unab le  to  
a tta in  the Ind ian  S tandards In s t itu t io n  spec ifica tions , 
even though the I.S .I. spec ifica tions  were draw n up keeping 
in view the pe rfo rm ance  p o te n tia lit ie s  o f  the  handloom  
sector. The po ints raised by the  D e fence  M in istry , it  
was m entioned , had been forw arded to  the I.S .I. for its 
com m ents .

The C o m m itte e  recom m ended th a t i f  po ly thene  pack ing 
for absorbent co tton  wool was found to  m a in ta in  the 
s te r ility  o f  the  packs it  could  be suggested for adop tion  
by m anufacture rs  for pack ing  4 oz. and bigger packs 
o f  Absorbent C o tton  Wool. It was decided th a t the  D irec to r , 
C e n t r a l  Indian P harm acopoe ia  L abo ra to ry , G haz iabad  
should be requested to  carry out study on the  su ita b ility  
o f  po ly thene packs and give his op in ion . The Drugs L abo ra ­
tory , Baroda may also be requested to co llabo ra te  w ith  
the C en tra l Ind ian  Pharm acopoe ia  L abora to ry  in th is 
study.

Pending report on the su ita b ility  o f  po ly thene  packs m anu ­
facturers should be asked to com ply w ith  the  present 
labe lling  provisions for absorbent co tto n  wool. It was 
further decided th a t m anu fac tu re rs  should be advised 
to m a in ta in  cond itions th a t w hich would prevent c o n ta m i­
nation  during m anu fac tu re . Those m anu fac tu re rs  who 

s te r ilize  Absorbent C o tto n  Wool should be asked to 
continue  d isp lay ing the  labe lling  legend "s te r ilize d  when

The suggestion o f  D G A FM S have been 
considered by I.S .I. w hich agreed w ith  
the proposal o f  D G A F  (MS) to  m od ify  
the  Ind ian  S tandards in view  o f  
the  d if f ic u lt ie s  faced by the  M in is try  
o f  D e fence  in ob ta in ing  supplies from  
the handloom  industry  con fo rm ing  to  
th e  r e s p e c t iv e  Ind ian  S tandards .

The D ire c to r , C e n tra l Ind ian  P h a r­
m acopoe ia  L abo ra to ry , G h az ia b ad  has 
been requested to  carry  out the  study 
on the  s u ita b ility  o f  po ly thene  pack ing  
for absorbent c o tto n  in c o lla b o ra tio n  
w ith  the  Drugs L abo ra to ry , Baroda. 
The report o f  his find ings is aw a ite d .

The decis ion o f  the  Drugs C o n su lta ­
tive  C o m m itte e  was conveyed to  the  
S ta te  Drugs C o n tro l a u th o r it ie s  vide 
th is  D te . le tte r  No.53-44/68-D dated
24.2.1969 requesting  them  to  issue ne­
cessary in s truc tions  to  the  m an u fa c ­
turers o f  A bsorbent C o tto n  Wool in 
the ir  respective  s ta te  to  com p ly  w ith
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made to be s te r ilized  before  use". O ther m anu fac tu re rs  the  labe lling  requ irem en ts  as recom-
may d isp lay the  legend, "To be s te r ilized  before  use". m ended by the  C o m m itte e .
The C o m m itte e  agreed th a t  no ac tio n  should be taken  
aga inst m anu fac tu re rs  o f  absorbent c o tto n  wool on the 
basis o f an a n a ly t ic a l report dec laring  the  product to 
have fa iled  to  pass the  s te r ility  te s t.

OO

Agenda Item  No.20

M anufac ture  o f  as­
pirin tab le ts  J.P. in 
chew able form  for 
ch ildren .

Agenda Item  No.24

A rrangem ents to be 
m ade for testing  o f  
f in is h e d  H o m o e o ­
p a th ic  m e d ic in e s .

The C o m m itte e  considered the points raised by the  D ire c ­
tor, Drug C on tro l A dm in is tra tio n , G u ja ra t and also exa­
m ined the  pack ing  o f 'M e-Jora l' and 'M ina lge ts ' conta in ing  
A sp irin , w hich are now being m arke ted . The C o m m itte e  
recom m ended th a t asp irin  tab le ts  in chew able  form  for 
ch ildren  should be pe rm itte d  to be m arke ted  in dosage 
75mg. o f  asp irin  per tab le t and each pack ing  should con ta in  
not more than 10 tab le ts . No specia l legend was considered 
necessary.

The C ha irm an  expla ined th a t w hile  m o ther t inc tu res  could 
be sub jected to assay, no m ethods o f  tes ting  o f H om eopa­
th ic  potency preparations have been developed so far 
and th a t in the  absence o f  m ethods o f  tes t, it  would 
not be posible to  tes t H om oeopath ic  potency  prepara tions . 
He however, said th a t M /s. Bhandari & Sons who are one o f 
the lead ing  m anu fac tu re rs  o f  H om oeopath ic  drugs w ould be 
asked to ob ta in  any in fo rm a tio n  on the sub ject w hich the ir 
princ ip les in G erm any  may have w ith  them .

The decis ion  o f the  Drugs C o n su lta ­
t ive  C o m m itte e  was conveyed to the  
S ta te  Drugs C on tro l a u th o r it ie s  vide 
th is  D ire c to ra te  le tte r  No.53-45/68-D 
dated  13.2.1969 for im p le m e n tio n .

Two lead ing  G erm an  firm s (1) M /s. 
D r. Madaus & C o . (2) M /s D r .W illm o r  
Schw abe who are the  m anu fa c tu re rs  
o f  H om eopa th ic  drugs were app roa ­
ched by M /s. Bandari & Sons to  fu r ­
nish the  in fo rm a tio n  regard ing  the  
procedure developed la te ly  in G e r­
m any for tes ting  H o m eo pa th ic  p re ­
pa ra tion  for the ir  po tency . They have 
in fo rm ed  th a t no re liab le  m e thod  has 
so far been deve loped beyond te s ting  
the provings up to  7x, 8x resu lting  
from  observations o f  paper C h ro m a to ­
gram m es and C ap illa ry  s t r i p s  under 
X-ray. This in fo rm a tio n  was com m u-
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A genda Ite m  No.25

P rov is ion  m ay be 
m ade to  levy penalty  
in the  case o f  loan 
licensees who fa il to 
apply for renewal o f  
l i c e n c e s  b e f o r e  
expiry.

Agenda Item  No.25

Cons idera tion  o f  the 
question o f  lay ing 
down provision in 
the  rules for lice n ­
sing o f  approved tes­
t in g  la b o r a to r ie s .

The C ha irm an  s ta ted  th a t ce rta in  provisions were now being 
m ade  in the  rules and forms for loan licences. The sugges­
tions m ade for the  in troduc tion  o f  a provision for levy 
o f  penalty  in the case o f  loan licensees who fa iled  to 
app ly  for renewal o f  loan licences before expiry would 
be taken in to  account w h ile  processing the am endm ents .

It was recom m ended th a t the  tes ting  labo ra to ries  should 
be licensed under the  Drugs and C osm etics  Ru les and 
th a t  the  term s and cond itions  under such licences should 
be exam ined , by a S ub-C om m ittee  consisting  o f  the  fo llow ­
ing m em bers :

1. Shri. M .K . Rangnekar, D ire c to r , Drugs C on tro l A dm n .,
M aharashtra  ... M em ber

2. D r. B.B. Sarker, D ire c to r , Drugs C on tro l, West Bengal.

... M em ber

3- D r. R .L . C hopra , Drugs C o n tro lle r , H aryana ... M em ber

4. Shri R . B a lasubram anyam , D epu ty  Drugs C on tro lle r(Ind ia ) 
West Zone ... Convener

n ica ted  to  Drugs C on tro l au tho ritie s  
o f  the  S ta te  vide th is  D ire c to ra te  
le t t e r  No.53-49/68-D , dated  the
11.8.1969.

Necessary provisions to the e ffe c t  is 
being m ade in the  rules and form s for 
loan licences.

The m a tte r  has been re ferred  to  the  
Sub-C om m ittee  o f  the  Drugs C onsu l­
ta t iv e  C o m m itte e  for e x am ina tio n .

The Sub-C om m ittee  w ill also recom m end  the am endm ents  
in the  Drugs and C osm e tics  Ru les th a t w ill have to be 
m ade in th is connection .
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A genda Item  No.28

(1) C ons ideration  o f  
the  d iff ic u lt ie s  faced 
by the Drug C on tro l 
A d m in is t r a t io n  in 
e x e rc is in g  contro l 
over cosm etics .

(i) F a c ilit ie s  f o r  
te s ting  o f raw 
m ate ria ls .

(iv) M in im um  cond i­
tions for m anu fa c ­
ture  o f  nail lacquars.

A . It was recom m ended th a t the  m anu fac tu re rs  o f  C osm e­
tics  in the  country  m igh t be advised to  adopt the 
I.S .I. s tandards, w herever these have been la id  down 
for raw m a te r ia ls  to  be used in cosm etics .

B. The C o m m itte e  fu rther recom m ended th a t wherever 
standards for raw m a te r ia ls  for cosm etics  had not 
been la id  down by the  I.S .I. spec ifica tions  for such 
raw m a te r ia ls  as la id  down by the  To ilet Goods Associa­
tion  o f  U .S .A . (T .G .A . S tandards) and by the Toilet 
P reparations  Fede ra tion  o f  the  U .K . (T .P .F . S tandards) 
m igh t be suggested for adop tion  by m anu fac tu re rs .

Shri R angnekar exp la ined  the  hazards th a t m ay arise 
in the  m anu fac tu re  o f  na il lacquers and in fo rm ed  
the C o m m itte e  th a t the  Drug C on tro l A dm in is tra tio n , 
M aharashtra  had draw n up a note g iv ing  the  safe ty  
measures th a t should be adopted by m anu fac tu re rs  
o f  nail lacquers. The c o m m itte e  recom m ended th a t 
th is  note m igh t be c ircu la te d  to  the m em bers for 
in fo rm a tio n  and gu idance .

Agenda Item  No.29

Cons idera tion  o f the 
q u e s t io n  w h e th e r  
A D R E N A L IN E  IN ­
JE C T IO N  should be 
packed in am ber co­
loured or colourless 
glass am poules.

It was decided th a t adrenaline  in je c tio n , for w hich a 
life  period o f tw e lve  m onths has been la id  down and 
w hich is required to  be sold in  single dose conta iners 
should be packed in colourless glass am poules . The glass 
con ta ine r should be packed in cartons.

A lis t o f  Ind ian  S tandards  published by 
the l.S .I. covering  raw  m a te r ia ls  used 
in the  m a nu fa c tu re  o f  cosm e tics  and 
t o i le t  g oods  w as c ircu la te d  to  
a ll the  S ta te  D rugs C o n tro l a u th o r i­
ties under th is  D ire c to ra te  le tte r  
No.53-51/68-D d t.28 .4 .69  for in fo r ­
m a tion  and gu idance . .

A copy o f  no te  prepared  by the  D i­
rec to r, Drugs con tro l A d m in is tra t io n , 
M aharash tra  s tip u la tin g  the  sa fe ty  
measures th a t  should be adop ted  by 
m a n u fa c tu r e r s  o f  n a i l  lacquers  
was c ircu la te d  to  the  S ta te  Drugs 
C on tro l au th o r itie s  vide th is  D te . 
le tte r  No.53-51/68-D d t . 18.7.1969 for 
in fo rm a tio n  and gu idance .

The decision taken  a t  the  Drugs C o n ­
su lta tiv e  C o m m itte e  was conveyed to  
its m em bers vide th is  D te . le tte r  
No.53-52/68-D d t . 10.2.69 requesting  
them  to in fo rm  the  m anu fac tu re rs  
in the ir respective  s ta tes  to  com ply  
w ith  th is  decision.
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Agenda Item  No-30

C ons ideration  o f  the 
princ ip les to  be fo l­
lowed for in s titu tio n  
o f prosecutions un­
der the  Drugs and 
C osm etics  A ct.

A genda Item  No.32

Suggestion th a t fu r­
ther cond itions sho­
uld be incorporated  
in Ru les 7k and 78 
to ensure good m a ­
nu fac tu r ing  prac tices  
and processing o f 
drugs.

A genda Item  No.33

Suggestions th a t the 
add it io na l provisions 
should be included in 
Schedule 'M '.

The C o m m itte e , a fte r  de ta ile d  discussions, re ite ra ted  
the stand taken by it  at its e leventh  m ee ting . It also 
fe lt th a t its v iew-point had been s u ff ic ie n t ly  spe lt ou t in 
the  "Ins truction  M anua l" supplied to the Drugs Inspectors 
a t  the  t im e  when the  tra in ing  p rog ram m e for Drugs Inspec­
tors was held in M aharashtra  and G u ja ra t in 1962.

The C o m m itte e  fu rther recom m ended  th a t its  views ex­
pressed a t the C a lc u t ta  m eetings supp lem ented  by the 
adv ice given in the  Ins truc tion  M anual c o u ld ' be fo llow ed 
as a guide line by the  S ta te  Drug C o n tro l A dm in is tra tio ns  
in dec id ing upon the ac tio n  to  be -taken aga inst o ffences  
under the Drugs and C osm e tics  A c t.

The C o m m itte e  accep ted  the  suggestion in p r in c ip le . S ince 
the suggestion required de ta ile d  ex am ina tio n  the  C o m m itte e  
recom m ended th a t the  S ub- C om m ittee  C o n s titu te d  under 
item  26 o f  the Agenda m igh t also consider the  proposal.

The C o m m itte e  agreed th a t the  suggestion for in c lud ing  
add it io na l provisions in Schedule 'M ' m ig h t be considered by 
the  Sub-C om m ittee  appo in ted  under item  21 o f  the  A genda.

Agenda Item  No.34

Any o ther item  w ith  
the approval o f . t h e  
C ha ir .

The gu ide lines th a t should be adop ted  
by the S ta te  Drugs C on tro l au th o r itie s  
for In s t itu t io n  o f  P rosecu tion  under 
D rugs and C osm e tics  A c t and Ru les 
thereunder were co m m u n ica te d  to  
them  vide th is  D te . le t te r  N o .53-53/ 
69-D d t .5 .2.1969 for com p lian ce .

The m a tte r  has been re ferred  to  the  
S ub- C om m ittee  o f  the  D rugs C onsu l­
ta t iv e  C o m m itte e  for ex am ina tio n .

The m a tte r  has been re ferred  to  the  
Sub- C om m ittee  o f  the  D rugs C o nsu l­
ta t iv e  C o m m itte e  for e x am ina tio n .
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1. Fees for dup lica te  
copy o f the renewal 
c e r t if ic a te  in Form  
21-C, and Loan L i­
cences e tc .

The C ha irm an  s ta ted  th a t an overa ll check w ill be 
m ade o f  the  provisions re la ting  to g ran t or renew al licences 
and for g ran t o,f d up lica te  copies o f  licences and necessary 
ac tion  taken  to set r igh t any de fic ienc ies .

Necessary prov is ions are  be ing  m ade 
in the  D rugs and C osm e tics  Ru les .

2. M ain tenance  o f  
Inspection Book for 
licence  holders in 
Form  25 (B)

It was exp la ined  th a t a new form  se tting  fo rth  the 
m anner in w hich an Inspection  Book is to  be m a in ta ined  
by the licensees was now under p ub lica tio n  in fina l fo rm .

The Form  in w h ich  the  Inspection  
book is to  be m a in ta in e d  has been 
published in  the  fin a l fo rm .

fS JOo

Duties o f G overn ­
m e n t  a n a l y s t  
to test samples o f 
cosm etics .

The C o m m itte e  recom m ended th a t ru le  o f  the  Drugs
and C osm etics  Rules may be am ended to add the words 
"and cosm etics" a fte r  the words 'd rug '.

The proposal has been re fe rred  to 
by the M in is try  o f  H e a lth  <5c F .P . to 
the  Drugs T echn ica l A dvisory  Board 
for its cons ide ra tion .

5. Labe lling  requ ire ­
m ents for cosm etics 
showing o f the m a ­
nu fac tu r ing  licence  
num ber.

The C ha irm an  s ta ted  th a t the  proposal was considered 
a t the  Drugs Con ference  held in C a lc u t ta  in 1967 and 
the op in ion  th a t preva iled  was th a t the  m anu fa c tu r in g  
licence  num ber need not be shown on the  labe l o f  cosm e­
tics . The m em bers o f  the  C o m m itte e  fe lt th a t the  s ta tu to ry  
requ irem ents  th a t dealers should buy cosm etics  from  
a licensed m anu fac tu re rs  canno t be fu lf il le d  unless the 
m anu fac tu r in g  licence  is shown on the  labe l. This aspect, 
the  C o m m itte e  fe lt , should be brought to the no tice  
o f  G overnm ent.

The views o f  the  Drugs C o n su lta t iv e  
C o m m itte e  has been b rought to  the  
no tice  o f  the  G o v t, o f  Ind ia , M in istry  
o f  H ea lth  & F .P ., U .D . The decision 
o f  the  G ove rnm en t is aw a ite d .

6. C la r if ic a t io n  re ­
garding entry 1 to 
Schedule 'K ' o f the 
Drugs and Cosm etics  
Ru les in respect o f 
item s like Petro leum  
Je lly , soda b icarb , 
G lycerine  e tc . w hich 

are labe lled  as "N o t

The question  had also been discussed a t the  Drugs C o n fe ­
rence held on the  16th <5c 17th Sep tem ber, 1968 a t C och in . 
The C o m m itte e  agreed th a t the  lis t o f  item s w hich the 
m anu fac tu re rs ' o rgan isa tion  prom ised to  supply should 
be exam ined  and th a t m eanw hile  item s like G lycerine , 
D extrose , Boric A c id , K ao lin , Soda-B icarb, Talc , L iqu id  
G lucose, and such o ther item s as may com e to the no tice  
o f  the  S ta te  Drug C on tro l au tho ritie s  may be p e rm itte d  
to be used by the m anu fac tu re rs  o f  drugs a fte r  being

The lis t o f  raw  m a te r ia ls  used by 
the  m anu fac tu re rs  o f  drugs and w hich 
are o ften  not m arke ted  w ith  a phar- 
m acopoe ia l su ffix  e .g . I.P ., B .P ., U .S .P  
e tc . has been obained  from  the  v a r i­
ous m anu fac tu re rs  assoc ia tion  and the 
list is under ex am ina tio n  o f  th is  D i­
rec to ra te .
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for medicinaJ use". tested and found to be o f  qua lity  even though they are la ­
belled 'N ot for m ed ic ina l use'.

tvjOO
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9. Cons idera tion  o f 
the  question o f lay­
ing down standards 
for raw m ate ria ls  to 
be used in the m anu ­
fac ture  o f Petro leum  
Je lly  o f P harm aco ­
poeial qua lity .

The C o m m itte e  recom m ended th a t s tr ic t contro l should 
be exercised over the m anu fac tu re  o f  P e tro leum  Je lly  
and the qua lity  o f  raw m a te r ia ls  like m ic ro crys ta llin e  
wax and pale oil used for m anu fac tu re  o f  pe tro leum  je lly . 
The spec ifica tions  o f  P e tro leum  Je lly  com p iled  by the  
D irec to r , Drugs C on tro l A dm in is tra t io n , M aharashtra , 
it was agreed, should be adopted by the Drug C on tro l 
au tho ritie s  o f the S ta tes .

In regard to the suggestion m ade for de le ting  the standards 
for yellow  Petro leum  Je lly  (Ye llow  So ft P a ra ffin ) in the  
Indian Pharm acopoe ia  1966, the C ha irm an  sta ted  _that 
th is  item  is used in large quan tity  by the m anu fac tu re rs . 
It w ill be necessary to  m ake an enquiry from  the  m an u fa c ­
turers who use yellow  petro leum  je lly  as to  ‘w hether 
the m onograph for th is drug should be re ta ined  or de le ted  
from  the I.P . 1966. The suggestions received from  m an u fa c ­
turers would be passed on to ‘the  Ind ian  P harm acopoe ia  
C o m m itte e  for necessary ac tion .

10. Consideration  o f 
the  question o f lay­
ing down m in im um  
cond itions for m anu­
facture o f  O ph th a l­
m ic  O in tm e n t.

The C o m m itte e  a fte r  discussion agreed th a t the  re co m ­
m endations made by the  Drugs C on tro l A dm in is tra t io n , 
M aharashtra  under w hich the m anu fac tu re  . o f  O p th a lm ic  
O in tm en ts  should be carried  out m igh t be adopted by 
o ther S tates.

A copy o f  the  spec ifica tions  in res­
p e c t  o f  raw  m a te r ia l  requ ired 
for the  m anu fa c tu re  o f P e tro leum  je l­
ly as com p iled  by the  D ire c to r , Drugs 
C on tro l A dm in is tra tio n  , M aharash tra  
was c ircu la te d  to the  Drugs C on tro l 
a u th o r it ie so f the  S ta tes  vide this D te . 
L e t t e r  N o .53-32/68-D  dated  the
13.2.1969.

C e rta in  S ta te  Drugs C on tro l a u th o r i­
ties a fte r  ascerta in ing  the  views o f  
the  m anu fac tu re rs  in the ir respective  
S ta tes  have forw arded the ir  sugges­
tions w hether the  m onograph o f yellow  
Pe tro leum  je lly  should be re ta ined  or 
de le ted  from  the I.P . 1966. The sug­
gestions have been passed on to  the 
Ind ian  P harm acopoe ia  C o m m itte e  for 
necessary ac tio n .

The m in im um  cond itions  for m a n u fa c ­
tu re  o f  O p th a lm ic  O in tm e n ts  as draw n 
up by the  D ire c to r , D rug C o n tro l A d ­
m in is tra tio n , M aharash tra  were c o m ­
m un ica ted  to  a ll the  S ta te  Drugs C o n ­
tro l a u th o r itie s  vide th is  D ire c to ra te  
L e t t e r  N o .53-30/68-D  da ted  the
22.2.1969 for the ir  in fo rm a tio n  and 
gu idance  The D ire c to r , Drugs C o n tro l, 
West Bengal was o f  the  view  th a t  the  
cond itions  under w hich the  m a n u fa c ­
ture  o f  O p h th a lm ic  O in tm e n ts  should
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11. C ons ideration  o f 
the  question o f lay ­
ing down upper l i ­
m its  for A n tib io tic  
fo rm u la tions .

The C o m m itte e  recom m ended  th a t no overages o f  a n t ib io t ic  
in fo rm u la tions  should be p e rm itte d  except to the  ex ten t 
prescribed in the  in d iv idua l m onograph o f  the  P ha rm aco ­
poeias. For an ti- funga l a n tib io tic s , how ever, the  Food 
and D rug A dm in is tra tio n  o f  the  U .S .A . had la id  down 
ce rta in  l im its  for overages w hich could be adopted .

12. C onsideration  o f 
the  question o f lay ­
ing down sam pling 
by  re p a c k e rs  o f
r e p a c k e d  d r u g s .

The C o m m itte e  considered the  scale o f  sam p ling  o f  repac ­
ked drugs in the  lig h t o f  the  scale o f  sam p ling  th a t has
been adopted  by the  Drugs C on tro l A d m in is tra t io n , M aha­
rash tra . I t  was agreed th a t i f  the drug to be repacked 
is purchased in 5 conta ine rs  and i f  a ll the  conta iners
bear the  same ba tch  num ber then  sam ples from  tw o con­
ta iners should be drawn and w ithou t m ix ing  them  the 
same should be sent for tes t and analysis. I f  reports on both 
the  sam ples are found to be o f  standard  q ua lity  the  drug 
con ta ined  in the  5 conta iners  bearing the  sam e batch  
num ber should be deem ed to  be o f  s tandard  q ua lity  and 
pe rm itte d  to  be repacked. In case the purchase is from
5 to  10 conta iners  o f  the  sam e ba tch , 4 sam ples should 
be draw n and sent for tes t and analysis and the  drug 
reported to  be standard  qu a lity , i f  a ll the  samples pass

be carried  out as draw n up by the  
D ire c to r , Drugs C o n tro l A d m in is tr a ­
tion , M aharash tra  shou ld  have  a  s ta tu ­
tory  back ing  lis t they  w ere cha llenged  
in a C ou rt o f  law . The ques tion  w he ­
ther these requ irem en ts  for m a n u fa c ­
ture  o f O p h th a lm ic  O in tm e n ts  p repa ­
red by the D ire c to r , D rugs C o n tro l 
A dm in is tra t io n , M aharas th ra  should  be 
incorporated  in the  D rug R u le s  w ould  
be discussed a t the  nex t m e e tin g  o f 
the  Drugs C o n su lta t iv e  C o m m it te e .

The lim its  for overages in respect o f  
an tifu ng a l a n t ib io t ic s  in fo rm u la tio n s  
as specified  by the  Food and D rug 
A dm in is tra tio n  o f  U .S .A . w ere c o m ­
m un ica ted  to  Drugs C o n tro l a u th o r i­
ties o f  S ta tes  vide th is  D te . L e tte r  
N o .53-71/68-D da ted  the  21.8.1969 for 
in fo rm a tio n  and gu idance .

The decis ion taken  a t  the  D rugs C o n ­
su lta tiv e  C o m m itte e  was conveyed to 
the Drug C o n tro l a u th o r it ie s  o f  the  
S ta tes  vide th is  D ire c to ra te  L e tte r  
No.53-63/68-D dated  29.4.1969 for 
im p le m e n ta tio n .
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the tests. In case the purchase is from  10 to 15 conta iners, 
5 samples should be sent and the  drug would be reported 
o f standard qua lity  i f  a ll the  5 samples pass the tests.
I f  the purchase is from  15 to 20 conta iners, six samples
should be sent for test and analysis and i f  are reported 
to  be o f standard qua lity  the  same should be pe rm itted
to be used. In case the conta iners bear d iffe re n t batch
numbers the same procedure shall be fo llow ed in case 
o f  conta iners w ith  the same batch  num ber.

14. A ction  to  be ta ­
ken in respect o f 
Rubber C on tracep ­
tives reported to be 
"N o t  o f standard 
qua lity " .

The C ha irm an  stated  th a t the question o f  tes ting  condoms 
w hich are im ported w ith  or m anu fac tu red  in the country  
had been discussed w ith  the m anu fac tu re rs  and tha t the 
decision taken had been com m un ica ted  to the S ta te  Drug 
C on tro l au tho ritie s . The F am ily  P lann ing  D epartm en t 
was keen on ensuring th a t only condoms o f standard qua lity  
are pe rm itted  to be m arke ted . It was the re fo re  necessary 
to  exercise s tr ic t contro l over condoms w hich are im ported  
and m anu factu red  and tha t no re laxation  from  the ex isting 
provisions should be pe rm itted . The scale o f sam pling 
o f  cendoms from the prem ises o f dealers or m anu factu re rs  
is yet to be decided on a s ta tis t ic a l basis and C ha irm an  
requested Shri Pate l and Rangnekar to expedite  the ir 
discussions w ith the s ta tis tica l au thorities .

15. C ons ideration  o f 
the question o f co­
louring  o f  coated 
tab le ts .

The C o m m itte e  decided tha t no colour need be pe rm itte d  
to be added to Pharm acopoe ia l p reparations unless the 
use o f a colour was spec ifica lly  pe rm itted  in the ir case 
in the respective pharm acopoe ia .

The scale o f  sam pling  o f  cendom s 
th a t may be adopted for tes ting  from  
the prem ises o f dealers or m an u fa c ­
turers w ill be discussed again  a t the  
fo rthcom ing  m eeting  o f  the  Drugs 
C onsu lta tive  C o m m itte e .

A ction  on this decision has to be t a ­
ken by the S ta te  Drugs C o n tro l O rg a ­
n isa tion . R u le  127 o f  the  Drugs and 
C osm etics  Rules is now being am en ­
ded to inc lude  colours w hich are to  be 
pe rm itte d  to  be used in P a te n t or 
P roprie tory  m ed ic ines in persuance o f  
the  provision con ta ined  in the  Sec­
tions 9B and 17B o f  the  Drugs 
and C osm e tics  A c t. The am endm en t 
to this rule  when fin a lly  published



(1) (2) (3)

16. C ons ideration  o f 
d iff ic u lt ie s  experien­
ced by the G overn­
m ent A nalyst in re­
p o r t in g  . on Form  
N o .34 o f the Drugs 
and Cosm etics  Rules.

The C o m m itte e  considered the d iff ic u lt ie s  experienced 
by G overnm ent Analysts in issuing reports on cosm etics 
in Form  34 w hich was inadequate  for the purpose. It 
was agreed tha t the  D ire c to r , Drugs C on tro l A dm in is tra tio n , 
M aharashtra  and G u ja ra t should consu lt the ir G overnm ent 
Analysts and Suggest the spec ific  changes th a t should 
be m ade in the  form .

roOo

26. Provision for
rea lisa tion  o f fees 
for dup lica te  copy o f 
c e r t if ic a te  o f rene­
w a l o f  l ic e n ce s .

The C o m m itte e  recom m ended th a t necessary provision 
for issue o f  d up lica te  copies o f  c e r t if ic a te s  o f  renew al 
o f  licences and fees the re fo re  should be provided in a ll 
cases in the  Drugs and C osm etics  Ru les .

27. L icence  forms 
m ay be amended so 
th a t L icensee cannot 
sell drugs from  the 
p re m is e s  in any  
o ther nam e and style 
than  m entioned in 
the  licence .

The Drugs C on tro lle r , K e ra la  s ta ted  th a t his suggestion 
was a sequal to a judgem ent o f the K era la  H igh C ourt. 
The C ha irm an  desired th a t a copy o f  the  judgem ent m igh t 
be sent to  h im  so tha t the  proposal could  be exam ined 
further.

w ill be forw arded to  the  S ta te  Drugs 
C o n tro l a u th o r itie s  for in fo rm a tio n  
necessary a c tio n .

The D ire c to r , Drugs C on tro l A dm in is ­
tra t io n , G u ja ra t and M aharash tra  were 
requested to  consu lt the ir  G ove rnm ent 
Analysts and suggest the  spec ific  
changes th a t should be m ade in Form  
34. The D .C .A ., G u ja ra t has in 
fa rm ed  th a t his G overnm en t Analysts 
feel th a t the  Form  34 should be m o ­
d ifie d  in such a way th a t the  G overn ­
m ent A na lyst finds no d if f ic u lty  in 
reporting  on the  cosm e tic  sam ples. 
This he said could  be done by a 
discussion a t the  m ee ting  o f  the  G ov t. 
Analysts on ly . The D .C .A ., G u ja ra t 
had also endorsed the  views o f  his 
G ov t. A na lysts . The reply , however 
from  G ov t. A na lyst M aharash tra  is 
aw a ited .

Necessary provisions are being m ade 
in the  Drugs and C osm e tics  Ru les .

The Judgem en t o f  the  K e ra la  H igh 
C ourt forw arded by the  Drugs C on tro l 
au tho rity , K e ra la  S ta te  was exam ined  
by this D te . It was fe lt  th a t there 
was no need for am end ing  the  licence  
forms so th a t the  licensee canno t sell 
drugs from  the prem ises in any o ther
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28. Suggestion to 
amend the rules to 
levy pro-rata fees 
for renewal of licen­
ce after the expiry 
o f licence.

The Chairman explained to the C om m ittee  that the Com ­
m ittee 's recommendations for the levy of a pro-rata 
fee for renewal of a licence after its expiry was supported 
by the Drugs Technical Advisory Board. The Govt, of 
India, however, did not accept the recommendation.

hOVD
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29. Relabelling (R e ­
dressing) of Drugs 
and Cosmetics.

Kerala Drugs Controller desired to know whether the prac­
tice followed by certain firms to send labelled stocks 
to their own storage depots in d ifferent states and to 
send separately the labels for being affixed on them should 
be perm itted. The C om m ittee  was of the view that no 
stocks of drugs should be allowed to go out o f m anufactur­
ing premises w ithout being labelled properly and if  any 
firm was found not to conform to this requirement, p a rti­
culars of the firm should be furnished by the Drug Control 
Authority o f the State in which such cases were detected 
to the authorities o f the State where the manufacturing firm 
is located.

32. Permision for 
a v a il in g o f  tes ting  
fac ilitie s  o f drug 
testing laboratories 
by m anu fa c tu re rs  
who do not have 
their own fac ility  
of testing.

The Com m ittee  recommended that the Sub-Committee 
appointed under item  26 should consider this aspect also.

name and style than mentioned in the 
licence as the Drugs Rules contain 
provision for preventing such ac tiv i­
ties.

The Drugs Technical Advisory Board 
at its meeting held on the 13th Nov. 
1968 had considered the proposal for 
levy of penalty on pro-rata basis for 
default in subm itting the application 
for renewal w ithin grace period. The 
Board agreed to the proposal and ne­
cessary provision for levy o f penalty 
on a pro-rata basis o f the licence fee 
for default in submission o f an app li­
cation for renewal o f licence after 
the expiry o f the grace period, is be­
ing made in the Drugs and Cosmetics 
Rules.

The decision o f the Drugs Consulta­
tive Com m ittee  was conveyed to the 
State Drugs Contro l authorities under 
this D irectorate Letter N o .53-77/ 
68-D dated 31.3.1969 for im p lem en­
tation .

The m atte r has been referred to the 
Sub-Comm ittee o f the Drugs Consul­
ta tive  C om m ittee  for exam ination.



33. F illing  o f g e la tin  
capsules by hand.

39. Cons ideration  o f  
the in te rp re ta tion  o f 
the term  'New Drug' 
was defined in the 
Drugs and Cosm etics 
Rules, 1945.

(i) S tandard for C l i ­
n ic a l  T h e rm o ­
meters.

(ii) Ban on P enc illin  
O in tm e n t.

The C o m m itte e  recom m ended th a t the  fillin g  o f  capsules 
should be done w ith  a t least sem i-au tom atic  f illin g  m a ­
chines.

The C o m m itte e  discussed the  item  and agreed tha t a 
'New  Drug' eventhough approved for a pa r t ic u la r  firm
would continue  to  be a new drug for o ther parties  also
u n til it  is absorbed in a prescribed pharm acopoe ia . It
is necessary th a t a ll firm  w hich w ant to  im port or m anu fa c ­
tu re  such 'New  drug' should be m ade to  ob ta in  the approval 
from  the C e n tra l Drugs C on tro l A dm in is tra tio n  as S tandards 
in m any cases for these New Drugs vary

The C o m m itte e  agreed th a t the  m anu fac tu re rs  should
be persuaded to take  out I.S .I. c e r t if ic a t io n  L icence . 
It was further recom m ended th a t a note on the fac ilit ie s  
provided by the I.S .I. for testing  o f  c lin ic a l the rm om eters  
under the I.S .I. Schem e and also the  lis t o f  m anu fac tu re rs  
o f c lin ic a l the rm om eters  in the country  as supplied by 
the I.S .I. should be c ircu la te d  to  the m em bers.

The C o m m itte e  observed th a t there was no spec ific  
provisions to ban the  m arke ting  o f  such item s. It was 
recom m ended th a t an om nibus provision should be in tro ­
duced in the Drugs and C osm ctics  A c t enab ling  G ovt, to 
prevent the  m arke ting  o f drugs w hich cons titu te  a positive  
hea lth  hazard  to hum an beings.

The decision taken  a t the  m e e tin g  o f  
the  Drugs C o n su lta t iv e  C o m m it te e  
was conveyed to the  D rugs C o n tro l 
au tho ritie s  o f  the  S ta te s  under th is  
D te .  L e t t e r  No.53-4/68-D dated
1 0 .3 .1 9 6 9  fo r  im p le m e n t a t i o n .

The decision taken  a t the  D rugs C o n ­
su lta tiv e  C o m m itte e  was c o m m u n i­
cated  to the  S ta te  D rugs C o n tro l 
au tho ritie s  vide th is  D te . L e tte r  
No.53-81/68-D, dated  the  31.3.1969 
for com p liance .

A note on the  fa c ilit ie s  prov ided  by 
the I.S .I. for the  te s ting  o f  C lin ic a l 
the rm om eters  under the I.S .I. Schem e 
and also the lis t o f  m anu fa c tu re rs  o f  
C lin ic a l th e rm o m e te r in the  coun try  
as supplied by the  I.S .I. w ere c irc u ­
la ted  to the S ta te  Drugs C o n tro l au ­
tho r it ie s  under th is  D te . L e tte r  No. 
53-11/68-D dated  18.12.1968.

The recom m enda tion  o f  the  C o m m it ­
tee  w ill be kept in m ind  when the 
A c t is am ended next.
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(iii) A m endm ent o f Shri. P a te l po in ted out th a t in licence  Form  21, the  words 
Form  21. "and  to  operate  a pharm acy on the prem ises s itua ted

at subject to the  cond ition  specified  below  and to the 
provision o f  the Drugs and C osm etics  A c t, 1940 and the 
rules there under" are not la id  down though the form 
20 provides for the  opera tion  o f  a pharm acy . The C o m m it ­
tee agreed tha t su itab le  change should be m ade in Form  21.

* * * * * * * * *

f-0
vO
NO

The proposal to  am end form  21, has 
been re ferred  by the M in istry  o f 
H e a lth  and  fa m ily  p lann ing  to  
the  Drugs T echnical Advisory Board 
for its cons idera tion .



ANNEXURE - H 

Item No.53 of

Requirements for manufacturing Cosmetics 13th D.C.C.

(See Rule 139) Meeting

1. Location and surrounding - The factory shall be located in sanitary place and 

all the hygienic conditions should be maintained in the premises. Premises 

should not be used for residence or interconnected with residential place. These 

should be well ventilated and clean. Lunch Rocm should be provided in larger 

units. Rest room for workers and canteen arrangements may be provided wherever 

required.

2. Water supply - The water used in the manufacture shall be pure and of drinkable 

quality.

3. Disposal of waste water - Suitable arrangements should be made to dispose

of waste water.

k. Health clothing and sanitary requirement - Workers should be free from conta­

gious or abnoxious diseases. They should be provided with clean uniforms, masks, 

head gears whenever required Hand gloves in powder sections should be provided 

for workers. Washing facilities for workers should be provided.

5. Medical services - Adequate facilities for first aid should be provided.

6. Packing Section - Working benches shall be provided for carrying out filling,

labelling, packing etc. and such tables should be covered with impervious washable 

tops.

Requirements of Plant & Equipments

(A) Powders - Face, Talcum, Baby Powders - An area of 100 Square feet is recom­

mended for basic installations.

Area should be kept dust free by providing a suitable number of exhaust fans.
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1. Sieves of adequate meshsize.

2. Mixer - of adequate size either of stainless stell or aluminium.

3. Suitable filling equipment.

k. Storage containers for stocking finished products.

5. Stainless steel scoops and spoons.

(B) Creams - Creams Facial, Lotions, Brilliantines, Depilatory Creams, Hair Oils

etc. Eye Liner, lipsticks.

1. Mixing and storage vessels - Either of stainless steel, tinned copper or

brass, or aluminium.

2. Suitable power driven or handdriven, verticle stirrer

3. Tripple Roller mill and Electric Kettles for lipsticks.

k. Suitable gravity fillers.

An area of 14 square meters is recommended for basic installations.

Use of distilled water is recommended in Creams.

(C) Kajal

1. Premises - (a) Minimum areas should be 9.5 square meters, exclusively

for this product.

(b) Walls should be plastered smooth and with light washable paint.

(c) Flooring should be smooth.

(d) False ceiling should be provided wherever required.

(e) Manufacturing area should be made fly proof by providing with an

air lock.

2. Procees -

(i) Base used for Kajal should be heat sterilised by heating the base

at 150° C for 1 1/2 hour.
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(ii) The vegetable carbon Black Powder should be heated in drying oven 

for 120°C for 1 hour.

(iii) The ingredients then should be mixed well and added with items like

Camphor in cold condition as the case may be

All the utensils used for manufacture should be of stainless stell and should

be washed with detergens, Water Antiseptic liquid and again with pure water.

Containers used for ’Kajal' either plastic or tin, should be sterilised by

immersing in boiling water if possible and also be cleaned thoroughly and also 

with antiseptic solution.

(iv) Spatulas, spoons etc. used should be of stainless steel and treated

with antiseptic liquids as above.

(v) The workers should put on clean overalls and use hand gloves wherever 

necessary.

An area of 9.5 square meters is recommended for basic installations and 

packing of Kajal.

(D) Nail Polish -

1. Storage and mixing vessels stainless steel mildsteel or glass.

2. Gravity filling arrangement.

An area of 9.5 square meters for basic installations including storage of 

raw material and packing is recommended.

Manufacture of Nail Polish should not be allowed in residential localities 

and they should as far as possible be permitted in Industrial area - Also No 

Objection Certificate from local fire bragade authorities should be insisted for.

Minimum safety measures to be adopted by manufacturers engaged in 

manufacture of Nail Lacquars. ____________________________________
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Manufacture of Nail Lacquars involves hazardous operations and requires

all the possible safety precautions to be adopted to prevent accidential fire

and explosion hazards. Following precautions are suggested in manufacture of

Nail Lacquers.

1. Premises

i) As far as possible premises should be situated in Industrial Estates.

ii) They should be separated from other cosmetic manufacturing area by metal

partitions of at least 2.4 square meters height.

iii) They should be sufficiently airy and sufficient number of exhaust fans 

should be provided.

iv) Oxychloride flooring should be provided or the flooring should be coated 

with oxychloride paint or fire proof paint or floor should be covered with 

fire proof sheets.

v) The flooring level of the section should be six inches below the general 

flooring level.

vi) Smoking, cooking or dwelling should not be permitted and no naked flame 

should be brought in the premises.

vii) No wooden loft should be permitted and if wooden loft already exists, 

it should be covered with metai sheet.

viii) All electrical wiring and connection should be made through conduit pipes 

Main electrical control should be kept outside the manufacturing area.

ix) All the equipment, Motors electrical lighting should be flame proof.

x) Fire extinguishers like foam and dry powder and sufficient number of 

buckets containing sand and clean water should be provided.

2. Storage

All the explosive solvents and ingredients should be stored in metal cupboards.

296



3. Manufacture

i) The manufacture of lacquers should not be undertaken if (viii) and (ix) 

cannot be complied with. This should be obtained ready made from item 

No.l lacquar manufacturers.

ii) Workers should be asked to wear shoes with rubber sole.

k. Be,sides above guidelines manufacturers must obtain, no objection certificates

from local municipal authorities and should comply with their requirements 

also.

Tooth Powder

Manufacture of tooth powders having precipitated chalk base can be permit­

ted in face powder section provided adequate precautions are taken for cleaning 

the equipment thoroughly to avoid mix up and contamination. Manufacture of 

Black Tooth Powder should be separate and an area of 9.5 square meters is 

recommended for basic installations. Following equipment is recommended -

1. Ball Mill type mixer of adequate size either of Mildsteel, stainless steel

or Aluminium of thicker guage.

2. Suitable sifting devise.

3. Mixing and storage stainless steel containers for preparation of flavouring 

solution having medicinal properties.

k. Suitable filling devise.

(F) Aerosol Products

1. Mixing and storage tanks for preparation of concentrate.

2. Purging, concentrate filling, and propellant filling, automatic devise.

3. Leakage testing apparatus.

An area of 9.5 square meters is recommended for basic installations.
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(G) Liquid Products - Toilet waters, Alcoholic fragnance solutions, shampoos etc.

1. Storage and mixing stainless steel vessels.

2. Suitable filteration arrangement.

3. Suitable filling arrangement.

Minimum area of 9.5 square meters is recommended for basic installations. 

Requirements of alcohol excise banks also may be taken into consideration. 

Besides above arrangements for packing of the products area recommended 

9.5 square meters, storage of raw materials, packing materials and finished 

products area recommended 15 square meteris should be provided separately. 

Also arrangements for washing containers and drying of the bottles. Mechanical 

drier should be provided.

****
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Suggested minimum specifications for certain categories of finished 

cosmetics products -

Powders : Talcum, Face, Borated, etc,

1. Appearance

2. Colour

3. Perfume 

k. Feel

5. Fineness

6. pH

7. Colours

8. Active ingredients

Creams <

1. Stability

2. Appearance

3. Colour 

k. Odour

5. Consistency

6. pH

7. Active Ingredients

Hair Oils

1. Appearance

should compare with manufacturer's 

own standard sample.

Powder should not be 0 less than 200 

mesh size.

Between 6 to 10

should contain colours. Included in Sche­

dule Q to Drugs <5c Cosmetics Rules 1945 

as amended.

Active Ingredients like Boric Acid, 

Hexachlorophene, should be present within 

the permissible limits fixed by the manu­

facturer.

Vanishing creams, cold creams, bleaching 

whitening etc. facial creams.

should compare with manufacturer's own 

standard samples.

between 6 to 8

Creams should be subjected to extreme 

high and low temperatures to study 
the stability of creams before marketing.

Active Ingredients like Ammoniated mer­

cury andother mercurial salts should be 
estimated in the creams, wherever 

applicable.

should compare with manufacturer's 

own standard sample. ,
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2. Colour should compare with manufacturer's 

own standard sample.

y

Not more than 6 in Hair Oils with 

coconut Oil and not more than 2 in 

case of Hair Oils Manufactured with 

other vegetable oils. Should not contain 

colours other than those which are 

included in Schedule 'Q' to Drugs and 

Cosmetics Rules 1945, as amended.

Depilatory Creams Powders

Contents of active ingredients such as metallic sulphides or thioglycollates

etc should be estimated quantitatively and should be present within permissible

limits fixed by the manufacturers.

Hair Dyes

Content of active ingredients like paraphenylene diamine, metallic sulphides 

etc. should be estimated quantitatively and should be present within permissible 

limits fixed by the manufacturers.

* * * * *

3. Odour

4. Viscovity

5. Acid value
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