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MINUTES OF THE 12TH MEETING OF THE DRUGS CONSULTATIVE 

COMMITTEE HELD AT COCHIN ON THE 19TH AND 20TH 

SEPTEMBER, 1968._________________ ___________________________

The Chairman made a reference to Shri S.K. Borkar's contribution to the deve­

lopment of Drug Standard Control in the country and in particular to the Drugs Consul­

tative Committee. At his suggestion, the Committee placed on record its sincere 

appreciation of the services rendered by Shri Borkar to Drugs Standard Control and 

to the Committee.

The Chairman pointed out that the Central Government, in pursuance of the 

provisions contained in the Drugs and Cosmetics Act, had decided that the Central 

Drugs Control} Organisation should participate actively and assist the States in the 

enforcement of Drugs Standard Control. The Central Organisation had accordingly 

embarked on a new phase of activity in collaboration with the States through the 

four regional officers and their Inspectors. He appreciated the assistance extended 

to the Central Organisation by the State Drugs Control Authorities. The Central 

Organisation, the Chairman continued, cannot do much unless it received the full 

support of the States.

The Chairman pointed out that the Committee on Drug Control had highlighted 

the deficiencies obtaining in Drug Control Administrations in various States and it 

had also given the staffing pattern that should be followed by each State. Most of 

the States had not been able to rectify t&e deficiencies in their organisations and 

augment their organisation to the desired extent. The Chairman requested the members 

to write to him about the present staffing paitern and also the steps taken to augment 

their organisation. The difficulties that are encounted in expanding the Drug Control 

Departments to the level recommended in the report of the Committee on Drug Control 

may also be mentioned in this letter. The Central Organisation, he said, would seek 

the assistance of the Government of India, Ministry of Health, Family Planning and 

Urban Development to take up the matter with the State Governments.

Continuing, the Chairman stated that for effective implementation of Drug 

Standard Control, adequate testing facilities are essential. The Central Drugs
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Laboratory's work load is fairly heavy and it may not be possible for the Central 

Drugs Laboratory to undertake any additional load. The Drugs Testing Laboratory, 

Gujarat and Drug Testing Laboratory recently set up by Maharashtra have spare testing 

facilities and suggested that such of those State Drug Control Authorities as wished 

to avail themselves of their facilities might approach the Government of Gujarat 

and Maharashtra through their respective State Governments.

The Chairman expressed his concern over spurious drugs that have been reported

to be moving in the market and in particular, to faked preparations purporting to

be "Durabolin", "Chloromycetin". He informed the Committee that the Central Intelli­

gence Department had already been alerted and it would be as well if the State Drug 

Control authorities exercise vigilance in this regard. The Police, in case it is felt 

necessary, would contact the State Drug Control authorities at the highest level in 

the course of their investigations.

The Chairman also dwelt on the need for correcting data supplied in the Indian

Pharmacopoeia 1966 edition. He requested members, particularly the Drug Control

authorities of Maharashtra, Gujarat and West Bengal where the industry was concen­

tra ted , to get in touch with the drug manufacturers located in their respective States 

and to ascertain the corrections that need to be made in the I.P. 1966.

Agenda Item - 1

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

Committee.

The minutes were confirmed.

Agenda Item - 2

Action taken on the recommendations made by the Drugs Consultative Committee 

at its last meeting. (Refer Annexure I)

The action taken on the minutes of the eleventh meeting of the Drugs Consultative 

Committee was explained by the Chairman. Regarding the action taken on Item l(v)



about the use of time-expired drugs, the members stated that it would i>e more appro­

priate if the Government of India, Ministry of Health, F.P. and U.D. wrote to the 

States on this subject. The recommendation made by the Drugs Consultative Committee 

on this issue could be forwarded to the States for the guidance of their Administrative 

Medical Officers.

Shri B.V. Patel, Director, Drugs Control Administration, Gujarat, stated that 

Governemnt Analysts had declared batches of Cholera Vaccine as not of standard 

quality because the vaccine did not contain 8000 million micro-organism per ml. 

This test in his view had a significance only in regard to freshly-made vaccines es­

pecially as there was bound to be lysis of the organisms subsequently, and if all 

the manufacturing units in the country are able to attain the standards recommended 

by the Central Research Institute, the test involving the count of mirrro-organism 

would become superfluous. The Chairman agreed that the test could not be considered 

as an index of the efficacy of the vaccine and that the Central Research Institute, 

Kasauli had recently succeeded in raising the organism count in cholera vaccine 

to 16,000 million.

Agenda Item - 3 fa)

Suggestion made by the Director, Drugs Control, West Bengal that i± medicinal 

Glucose is controlled under the Drugs and Cosmetics Act, Medicinal Lac:ose should 

also be treated on the same footing and that both could be brought unter control 

if the word 'Lactose' is removed from the exempticn clause.

The Committee considered the question whether "Lactose" should be removed 

from the entry 10(ii) of Schedule 'K' wherein it has been described as an article 

of food as well as drug, on the same anology as "Glucose". Since Glucose for which 

no therapeutic claims are made is not considered as drug, the Committee recc-mmended 

that 'Lactose' under identical conditions, should also not be considered as a drug. 

It was agreed that entry 10(ii) of Schedule 'K' should be amended suitably.

The Chairman said that following the decision taken, a rise in the prices of 

Glucose and Lactose could be expected. He however said that since Glucose was 

taken as a food supplement by invalids, it was necessary to make sure that the article
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sold in the market was of standard quality. Standards for glucose had been laid down 

under the P.F.A. Act and these standards would be circulated to the State Drugs 

authorities who, in turn, could draw the attention of the authorities responsible for 

enforcing the quality of food items to th|ose standards.

Agenda Item - 3 (b)

Suggestion madejby the Drug Control Authority, Madras to lay down guidelines 

for screening the composition of Patent or Proprietary medicines by the Drugs Control 

authorities of the States.

Shri Narasimhan, Assistant Drugs Controller, Madras stated that there is no 

rationale or therapeutic justification for some of the patent or proprietary medicines 

which are now marketed. When firms manufacturing such preparations were asked 

to furnish justification for their being marketed, the manufacturers had questioned 

the authority of the State Drug Controller to screen the formula of patent or proprie­

tary medicines under the provisions of the Drugs and Cosmetics Rules. He felt that 

some guidance from the Committee was necessary so that a uniform policy could 

be followed in all the States. Shri. Rangnekar stated that in Maharashtra the formulae 

of patent or proprietary medicines were screened at the time of renewal of licences 

for manufacture. They also screen patent o r . proprietary medicines before granting 

permission for their manufacture.

The Chairman stated that it had been brought to his notice that patent or 

proprietary medicines containing antibiotics and sulphas and also A.P.C. tablets are 

being marketed with ingredients in sub-minimal doses. The formulae of such prepa­

rations should be checked in particular before grant/renewal of licences. He informed 

the Committee that in pursuance of a recommendation made by the Mukhopadhya 

Committee, which has been endorsed by the Drugs Technical Advisory Board, it is 

proposed to lay down a new rule in the Drugs and Cosmetics Rules according to 

which the formulae of all patent or proprietary medicines will have to be approved 

by the Central Drugs Control Organisation. The guidelines for approval of such for­

mulations will be that :-

(a) The ingredients in patent or proprietary medicines should be present in 

therapeutic/prophylactic quantities or in quantities which have scientifically
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been established to have synergistic effect;

(b) The ingredients present should not be incompatible and the preparation 

should be stable;

(c) The preparation as a whole should be harmless and safe.

Before introducing this rule, Government will have to consider the setting up 

of a machinery for approval of formulae of patent or proprietary medicines especially 

as there are about 1,600 manufacturers who market patent or proprietary medicines 

and it would be a stupendious task to undertake approval of all the formulations 

moving in the market and also those which would be marketed in future.

The Committee recommended that till such time as the necessary rules for 

the approval of formulae of patent or proprietary medicines were introduced in the 

Drugs and Cosmetics Rules, the State Drug Control authorities should screen the 

formulae of patent or proprietary medicines at the time of grant and renewal of 

licences keeping in mind the three guide-lines mentioned above.

Agenda Item - 3 (c)

Consideration of the suggestion made by Dr D. Ghosh, Director, Central Drugs 

Laboratory, Calcutta on the recommendations of the Drugs Consultative Committee 

regarding provision to be made under the Drugs and Cosmetics Act and Rules for 

the Government Analyst to give his opinion regarding the labelling of drugs and declare 

them to be misbranded whenever necessary.

The Chairman, explaining the background against which the Director, Central 

Drugs Laboratory had requested for making a provision in the Drugs and Cosmetic 

Rules to enable a Government Analyst to give his opinion regarding the labelling 

of drugs and if necessary to declare the drug misbranded, stated that at the last 

meeting of the Government Analysts held at Calcutta in March 1967, it was decided 

that the Government Analysts report should confine itself to the quality aspect of 

the drug and that any information regarding non-compliance with the labelling pro­

visions should be forwarded to the Drug Control authority in a separate forwarding 

note. The Director Central Drugs Laboratory felt that unless the labelling deficiencies
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and other gross defects such as the incorporation of an unauthorised colour in a 

preparation or the overall-shortage in contents are actually mentioned in the analytical 

report itself, it may be difficult for the enforcement authorities to take action against 

the manufacturer. At the same time, the members of the Committee were of the 

view that the observations made in the analytical report should not be such as to 

embarrass the authorities to force them to take legal action where such action was 

not warranted.

The Committee, after discussion, recommended that :-

(a) the test report of the Government analyst should essentially comment 

on the fact whether the drug is of standard quality or not;

(b) and that actual comments on other aspects of the drug (such as labelling, 

net content, packing/container etc.) might be shown below as an "observa­

tion" or a "Note" or "N.B." in such a manner as to leave it to the State 

enforcement authorities to draw their own conclusion from the facts set 

out as to whether the drug is "misbranded" or not.

Agenda Item - 3 (d)

Suggestion made by West Bengal that the question of a suitable definition of 

the term 'Batch' in respect of medicinal gases may also be considered in the light 

of general manufacturing practices.

The Committee considered the points raised by the Director, Drugs Control, 

West Bengal. Shri Rangnekar and Dr Sarkar stated that the manufacture of medicinal 

gases being a continuous operation, it would be difficult to consider a day's outturn 

as a batch. The manufacturers have taken the responsibility for the quality of the 

medicinal gases manufactured and marketed by them. They had also given an under­

taking that the tank containing the medicinal gas would be emptied every week. 

No sample of medicinal gases had failed on test so far. The Committee agreed that 

the production of medicinal gases in a week from one tank load should be considered 

as a "Batch" provided the tank was emptied every week. In case, however, the manu­

facture was a continuous process in which the tank was not unloaded after a week, 

a day's production might be considered as constituting a "Batch". The Director, Drugs
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Control Administration, Maharashtra stated that he had drawn up a list of tests

that might be carried out on the medicinal gases and these might be helpful to other

State Drugs Control authorities. The Chairman requested Shri. Rangnekar to forward 

the information to the Central organisation so that it could be circulated to all 

the State Drug Control authorities.

Agenda Item - 3 (e)

Consideration of the report of the Sub-committee of the Drugs Consultative 

Committee on the following subjects (vide Item No. 10 of the minutes of the 11th 

meeting of the D.C.C.

(1) The manner of labelling of ampoLles taking into account the current pattern 

of trade practices in regard to the sale of ampoules to consumers and 

also representations made by a representative of the OPPI at the Tenth 

Drugs Conference held in Calcutta on 14th & 15th March, 1967 and sugges­

tions made by OPPI regarding amendments to rules 96 to 109 of the Drugs

& Cosmetics Rules.

(ii) The manner in which the date of expiry should be shown taking into account 

the present practice followed by some manufacturers of showing only 

the month and the year which leaves the trade in doubt whether the drugs 

are expected to retain their potency till the end of the month or till the 

beginning of the month.

(iii) The procedure that could be followed by manufacturers for indicating 

on the label that the drugs conform to the National Formulary Standards.

(iv) The question of defining the term "compounding" and "Dispensing" as Sugges­

ted at the Tenth Drugs Conference and the question whether experience 

of sale across the counter could be deemed to be adequate to consider 

a person as a "qualified person" under the Drugs and Cosmetics Rules.

The Committee considered the report of the sub-committee. The recommenda­

tions made by the sub-committee regarding the amendments to rules 96 to 109 were 

agreed to subject to the following changes being made in the draft amendments 

to the Rules :



1. In Rule 96 (I) (i) (c) for the words "word (N.F.I)" substitute the words 

"letters (N.F.I.)".

2. In Rule 96 (I) (iii) (a) for the words "dose being indicated in millilitres1' 

the following words may be substituted "dose being indicated in 5 millilitres or multiple 

thereof. Provided where the dose is below 5 millilitres, the actual quantity of the 

dose may be expressed in millilitres".

3. In Rule 97 (I) (e) under the heading "warning" the words "by a retailer"

may be substituted by the words "by retail".

The recommendation made by the sub-cornmittee that in view of the fact that 

the term 'dispensing' included 'compounding' it was not considered necessary to define 

the terms 'dispensing' and 'compounding' separately was accepted by the Committee,

The recommendation made by the sub-committee that a new category of persons 

possessing the minimum academic qualifications of S.S.C. or an equivalent examination 

and with an adequate knowledge of preparation of drugs, their action, stability, dosage, 

storage conditions and the different Schedules under which the drugs are classified

etc. should be permitted to sell prescription drugs, other than habit-forming drugs,

in original packings or in loose form was discussed by the Committee.

Shri Narasimhan, stated that at present the salary scale of a Registered phar­

macist in Madras was of the order of Rs.100-150. If a new category of persons was 

introduced into the profession, the future prospects of Registered Pharmacists would 

be affected adversely. Such a step would, apart from hitting hard those who chose 

profession of pharmacy, retrograde and nullify all the endeavours that have been 

made and are being made during the last two decades for raising the status of the 

practising pharmacists. The number of persons available for employment as "qualified 

persons would be so large that they would be at the mercy of the employers.

The Chairman explained to the Committee that apart from the recommen­

dation made by the Sub-Committee and the opposing view put forward by Shri. 

Narasimhan, there was a third aspect which had also to be taken into consideration 

by the Committee namely, that the Pharmacy Council of India and the Drugs Technical
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Advisory Board had recommended that clause (c) under "Explanation" to rule 65(15)(c) 

under which persons having not less than four years practical experience of dispensing 

are approved as "qualified persons" should be deleted and that protection should 

be given to such persons as have already been approved as "qualified persons" under 

section 42 of the Pharmacy Act.

Dr. Sarker stated that there was a shortage of Registered Pharmacists in West 

Bengal. Dr. Sarker said that before agreeing to the recommendation of the Sub­

committee it should be ensured that the new category of persons proposed to be 

approved have adequate background knowledge of the duties they would have 

to perform. If the proposal were agreed to, the Diploma Course in Pharmacy would 

ultimately have to close down. Dr. Rishi and Shri. Pany agreed to, the proposal. 

Shri. Chandrasekharan Nair stated that the proposal if implemented would provide 

jobs to matriculates. However, it would at the same time reduce the scope for 

employment of Registered Pharmacists. Shri. Barbora stated that the proposal was 

in conflict with the amendment suggested in the Pharmacy Act. Shri. Gopalakrishna 

Murthy stated that Diploma holders in Pharmacy were not getting jobs in Andhra

as persons with lower qualifications were being employed by the drug stores. The

diploma holders in pharmacy were now pleading for being absorbed as competent

persons for supervising the manufacture of drugs. Shri. Patel suggested that as a 

via media it could be provided that sales establishments in cities might be manned 

by Registered Pharmacists while the chemists' shops in villages might be in-charge

of persons of the proposed category,. The Chairman pointed out that such a distinction

cannot be made between cities and villages and that in any case the proposal would 

run counter to the changes suggested in the Pharmacy Act and rule 65 (15) (c) of 

the Drugs and Cosmetics Rules.

The recommendation of the sub-committee was finally accepted by a majority 

vote, seven members voting in its favour and six against it.

Agenda Item No. - 4

Consideration of the question of laying down guidelines for the enforcement

of rule 62 (B) (2) and 54 (2) of the Drugs and Cosmetics Rules, 1945 so as to enable

the Licensing authorities to use their discretionary powers properly.
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The Chairman enquired from the members about the procedure that was followed 

in their States in exercise of discretionary powers contained in Rules 64 (2) and 

62 (B) (2).

Shri. Patel explained that in Gujarat parties applying for sale licences were 

discouraged unless they intended to set up a full-fledged chemist and druggist shops. 

Such a procedure was however did not have the backing of the rules.

The Chairman said that the existing rules 64 and 62 (B) are not comprehensive 

and do not lay down proper guidelines granting sale licence keeping in mind the 

limitations set out in them. He stated that the regulations followed id France, Goa, 

and Portugal for grant of sale licences of drugs on the basis of the population would 

be studied and a note circulated to the members.

Agenda Item No.5

Question whether the Drugs & Cosmetics Rules should be amended so as to 

require Chemists and Druggists to retain the original prescription of a registered 

medical practitioner for habit-forming drugs such as barbiturates, Amphetamines 

and Tranquillisers for a specified period of time.

Shri B.V. Patel, stated that prescription for habit-forming drugs are required 

to be retained by the chemists after supply of the drugs under the Dangerous Drugs 

Act and the rules there under. The retention of prescription under the Drugs Rules 

for these drugs will therefore not be difficult. The Chairman explained that the 

Drugs Technical Advisory Board had also considered earlier a proposal for amendment 

of rule 65 of the Drugs and Cosmetics Rules which inter alia required that prescrip­

tions for drugs included in Schedules H & L should be retained by the dispensing 

chemists after the sale of the drugs. It was considered that the prescription is the 

property of the patient and at times the prescriptions contained not only the name 

of the drugs included in Schedule H & L but other drugs. Directions on diet and 

other instructions of the physician were also often recorded on the prescription of 

doctors. Since in the past, the reaction from the public was not favourable to pres­

cription being retained by the dispensing chemists the Chairman felt that1 it 

was very doubtful whether the present suggestion would be acceptable.
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Shri. Rangnekar suggested that the existing Schedules G, H & L of the Drugs 

and Cosmetics Rules should be amended as has been recommended by the Committee 

on Drugs Control and a new Schedule containing the names of drugs such as barbi­

turates and amphetamines and tranquillisers and other drugs which are habit-forming 

and are liable to be misused should be classified as a new Schedule. Rules for exer­

cising control over the manufacture, sale and distribution of these drugs as recom­

mended by the Committee on Drugs Control should also be introduced. In particular 

he stated that it should be provided that Pharmacies should be manned by Pharmacy 

Graduates as recommended in the report.

The Drugs Controller, Punjab and the Assistant Drugs Controller, Orissa pointed 

out that Pharmacy Graduates are not available in adequate number and hence the 

recommendation that pharmacies should be manned by Graduates would not be a 

practical proposition.

The Committee appointed a sub-committee with the following members to 

revise the existing Schepiles E, G, H 6c L and to draw a new Schedule and a new 

set of rules as recommended in the report of the Committee on Drug Control

Dr. B.B. Sarkef

Director, Drugs Control, West Bengal Member

Shri B.V. Patel

Director, Drug Control Administration, Gujarat Member

Shri M.K. Rangnekar

Director, Drug Control Administration, Maharashtra Member

Dr. S.S. Gothoskar

Deputy Drugs Controller (India) Convener

Agenda Item - 6

Question regarding the addition of Stomach Extract/Intrinsic factor to Oral 

Liver Extracts.

The Committee considered the replies received from the medical specialists 

and the institutions about adding stomach extract/intrinsic factor in oral liver extracts 

preparations. The mere fact that analysts cannot test the presence of stomach extract/ 

intrinsic factor in oral liver extracts would not constitute sufficient justification
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to ban these such preparations. The Chairman summed up the discussions saying 

that from the summary of the replies received from the medical specialists it was 

evident that the use of preparations containing stomach extracts would not cause 

any harm to the user. The question whether liver extracts for oral use with stomach 

extracts or with intrinsic factor are essential or not is a matier for the Government 

of India's Essential Drugs Committee to consider. So far as the standards of such 

preparations are concerned, the manufacturers sholud be asked to test the stomach 

extract powder before it is added to the preparation. The standards of the ingredients 

and also of the finished preparation should be given by the manufacturers to the 

Drug Control authority of the State where the manufacture is located. The preparations 

need, not be banned.

Agenda Item - 7

Consideration of the question whether supplies in original containers of Schedule C, 

E or L drugs against the prescription of a Registered Medical Practitioner are required 

to be recorded at the time of supply in the prescription Register.

The Committee observed that the supply of any drug on the prescription of 

a Registered Medical Practitioner is required to be effected only by or under personal 

supervision of a "qualified person". This covers the supply of Schedule L drugs 

which are to be sold in retail only against prescriptions.

The Committee further noted that in Rule 65 (2) the words "and of any drug" 

had been omitted after the words "any preparation containing any such drug". Inis 

printing mistake should be rectified and a circular letter may be issued, to all 

concerned.

Agenda Item - 8

Consideration of the question of laying down a proviso for the destruction, of 

date-expired drugs by a licence in the presence of a Drug Inspector or otherwise, 

if manufacturers refuse to withdraw them or reimburse their value.

The Committee was of the view that the responsibility for the disposal and 

destruction of date-expired drugs lay with the dealer and that he should be field
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Agenda Item - 9

Consideration of the question of inclusion of a proviso to rules 69A, 71, 71 A, 

76, 81, 82, 85E, 139 and 75A on the lines of rule 64 (3) providing for an appeal against 

the order of the licensing authority passed on the applicants for the respective manu­

facturing licences.

The Chairman read out the note conveying the views of the Ministry of Health 

on the suggestion made earlier by the Drugs Consultative Committee that a provision 

be made in the rules so that in those cases where a show cause notice should be 

issued by the licensing authority to the applicant whenever it proposed to refuse 

to grant or renew a licence. The Government of India's view was that the existing 

provisions for the grant or renewal of the licence in the Drugs Rules were adequate 

and that the proposed amendment may give rise to complications and might lead 

to whittling down the powers of the licensing authority. As such, the Government 

of India did not consider any amendment necessary. In the light of these views, the 

Committee decided not to suggest any amendment to rule 64. Shri. M.K. Rangnekar, 

recorded his vote of dissent.

Agenda Item - 10

Consideration of the question of laying down a suitable definition for the term 

"Registered Medical Practitioner11 in respect of persons practising the Homoeopathic. 

Ayurvedic and Unani Systems of medicines in the same manner as in the case of 

those practising the modern system of medicine.

The item was not discussed as the Drugs.. Controller, Pondicherry who had 

sponsored it was not present to explain the proposal.

Agenda Item - 11

Uniformity of policy in regard to the manufacture of pharmacopoeial formulations 

in different strengths.

responsible for any contravention of the law.
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The Committee decided that manufacturers of drugs should be permitted to

market pharmacopoeial drugs in the following strengths :

1. In case the pharmacopoeia lays down the "usual dose" the tablets should 

be in the strength of the usual dose. The tablets may be marked so that 

they could easily be divided so as to facilitate administration to children 

who may need reduced dosage.

2. In case the pharmcopoeia prescribed under dosage a range of the strength 

of the tablets without mentioning the usual dosage, the tablets should 

be in strength which shall not be lower than the lowest dose given in the 

pharmacopoeia.

Agenda Item - 12

Uniform policy should be laid down in regard to labelling with standards of 

certain glandular drugs contained in patent rr.edicines.,

The Committee considered the manner of labelling of glandular preparations 

such as extracts of heart, stomach etc. and agreed that the label of preparations 

containing such drugs should show the content of the glandular ingredients in such 

a manner as to be intelligible to the Government Analyst and the medical profession. 

The extracts from such giands should indicate the concentration in terms of the 

number of parts of the gland in specific parts of water or other solvent. The source 

of the extract of the glandulr product i.e. from sheep, cattle etc. need not be men­

tioned on the label unless it is required to be given as per the monograph in a pharma­

copoeia (viz. in case of insulins).

Agenda Item - 13

Consideration of the question of licensing the manufacture and sale of Diagnostic 

agents and laying down standards for them.

The Committee decided that diagnostic agents should be considered as "drugs". 

The manufacturers should be a^ked to furnish the standards of diagnostic agents 

maintained by them. A licence for manufacture of diagnostic agents should be insisted 

upon.
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It would be useful if the standards for diagnostic agents including stains and

enzyme strips for diagnosis as might have been laid down by the Food and Drug Ad­

ministration of U.S.A. ’and Canada are obtained and circulated to the State Drugs 

Control Authorities for their information. The Chairman stated that he shall write 

to the F.D.A. and the Canadian authorities for this purpose.

Agenda Item - 14

Consideration of the question whether manufacture of articles like perfumery 

compounds, aromatic chemicals which are used as raw ma.trials in other industries

besides the cosmetics industry should be required to be licensed under the Drugs

and Cosmetics Act and Rules, treating them as components of cosmetics.

The Director, Drug Control Administration, Maharashtra explained that in his 

State the practice had been that if an item was used in the manufacture of cosmetics 

as well as in other industries, no licence for its manufacture under Drugs Act was 

insisted upon. The Committee, recommended that the same procedure might be adopted 

by other States subject to the conditions that the item was not labelled as of 

"Cosmetic grade".

Agenda Item - 15

Question whether the exemption granted under Schedule K to biological

and patent or proprietary veterinary drugs from provisions of Chapter IV of the Act 

and Rules made there under should be omitted.

The Chairman explained that the relevant entries 3 and 4 in Schedule K to 

the Drugs and Cosmetics Rules in respect of veterinary biological and other special 

products and also veterinary patent or proprietary medicines are being deleted in 

the finalised rules relating to the control of veterinary drugs.

Agenda Item - 16 (a)

Question of amending Section 22 (a) of the Drugs and Cosmetics Act to make 

specific provision empowering an Inspector to inspect any premises where drugs are 

sold, stocked or exhibited for sale or distributed, similar to the one relating to manu­

facture which already exists.
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Shri. Patel explained that under Section 22 of the Drugs Act, 1940, there was

no specific provision empowering the Inspector to inspect premises where drugs are

sold or stocked or exhibited for sale or distribution simiir to tie one relating to 

manufacturing firms. When the Act did not vest the Inspector with specific powers

rule 51 cannot go beyond the scope of the provision of the Act. It was, therefore,

necessary to amend Section 22 of the Act vesting the Inspector with the said powers. 

The Chairman stated that the view of the Law Ministry would be obtained as to

whether rule 51 is in consonance with the parent provision in the Act.

Agenda Item - 16 (b)

To make specific provision in Rules authorizing an Inspector to inspect the

plant process of manufacture and means employed for standardising and testing drugs 

other than those included in Schedule C and C (I) of the Drugs aiad Cosmetics Rules, 

1945,

The Chairman explained that a consolidated list of amencments to ruies 7 k,

78 etCo of the Drugs and Cosmetics Rules was now under publication in the final

form and they covered the specific points raised.

Agenda Item - 17

Suggestion to include Soda Bicarb, Sodium Chloride, Liquid Glucose, Menthol, 

Saccharine, Citric Acid,etc. under item 10 of Schedule 'K! to the Drugs and Cosmetics 

Rules. 1945,

Shri. Patel stated that if items like Soda Bicarb, Sodium Chloride, Saccharine, 

etc. were labelled with the words "Not for medicinal use" an imore^sion was created 

that the substances in question are not acceptable for use in any other field. The 

Chairman said that by altering the words "Not for medicinal use" the purpose in 

view may not be achieved. The Committee decided that the status quo might continue.

Agenda Item - 18

Consideration of the question as to what standards may be adopted in regard 

to metal particles found in eye ointments.
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The Committee discussed the question and recommended that manufacturers 

of metal tubes in the country should be requested to follow the British Standards 

Institutions specification for metal particles in eye ointment tubes. The Indian Stan­

dards Institution, it was agreed, should also be requested to draw up similar standards 

for use in this country. The Zonal Officers of the Central Drugs Standard Cntrol 

Organisation should be asked to ascertain the names of manufacturers of Metai Tubes 

in the country and the standards followed by them for this.

Agenda Item - 19

Suggestion to change the packing of Absorbent Cotton Wool.

The Chairman explained to the Committee that recently the Defence Ministry 

had sent a communication stating that the manufacturers of surgical dressings were 

unable to attain the Indian Standards Institution specifications, even though the LS.L 

specifications were drawn up keeping in view the performance potentialities of the 

handloom sector. The points raised by the Defence Ministry, it was mentioned, had 

been forwarded to the I.S.I. for its comments.

The Committee recommended that if polythene packing for absorbent cotton 

wool was found to maintain the sterility of the packs it could be suggested for adop­

tion by manufacturers for packing k oz. and bigger packs of Absorbent Cotton Wool. 

It was decided that the Director, Central Indian Pharmacopoeia Laboratory, Ghaziabad 

should be requested to carry out study on the suitability of polythene packs and 

give his opinion. The Drugs Laboratory, Baroda may also be requested to collaborate 

with the Central Indian Pharmacopoeia Laboratory in this study. The Director, C.I.P.L., 

it ws agreed, should get in touch with the Director, Drugs Control Administration, 

Maharashtra and Gujarat and draw up a plan of study.

Pending report on the suitability of polythene pack, manufacturers should be 

asked to comply with the present labelling provisions for absorbent cotton wool. 

It was further decided that manufacturers should be advised to maintain conditions 

which would prevent contamination during manufacture. Those manufacturers who 

sterlize Absorbent Cotton Wool should be asked to continue displaying the labelling 

legend "sterilized when made to be sterlized before use". Other manufacturers may

17



display the legend "To be sterilised before use". The Committee agreed that no action 

s ta id  be taken against manufacturers of absorbent cotton wool on the basis of an 

analytical report declaring the product to have failed to pass the sterility test.

Agenda Item - 20

Hawifectore of Aspirin tablets I.P. in chewable form for children.

The Committee considered the points raised by the Director, Drug Control 

^dmiiMstrationj Gujarat and also examined the packing of 'Mejoral' and "Minalgets" 

(Dmtairamg _Aspirin5 which are now being marketed. The Committee recommended 

that aspirin tablets in chewable form for children should be permitted to be marketed 

»  dfesage ©f 75 mg. of a aspirin per tablet and each packing should contain not more 

tfaan I® tablets, No special warning legend was considered necessary.

Agenda Item - 21

Prowiskm should be made to restrict the wholesale licences for a particular 

category of drugs only e.g. as licences for house hold remedies only or Schedule 

C |S) drains only.

ShrL Shanbhogue, explained that in Mysore there were dealers who had taken 

OMlt fAotesale and restricted retail licences and that they sold drugs included in Sche­

dule W  without appointing "qualified persons". To check such malpractices, he desired 

that tSae scheme of licensing should be altered as proposed by him.

The Chairman stated that introduction of additional categories of licences 

m the Oriags and Cosmetics Rules would run counter to the recommendation of the 

Committee on Drug Control, which suggested only two categories of licences, one 

OTweriog wfsoiesaie dealing and another retail dealing. The Committee agreed that 

bo dharage should be made in the Drugs Rules. However, sale by retail of drugs inclu­

ded! m Schedules H & L should be effected only under the supervision of a qualified 

persom against a regular licence for retail sale.
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Agenda Item - 22

Consideration of the question as to what minimum 'provines' should be 

for the manufacture of Homoeopathic patent and proprietary medicines.

The Chairman stated that Homoeopathic patent or proprietary medicates may 

be permitted to be manufactured and sold on condition that they conlamed k m .  

Homoeopathic ingredients or ingredients of proven efficacy. Particulars of ©liter 

preparations may be sent to the Drug Control Organization at the Centre for djtaimiing; 

the views of the Adviser in Homoeopathy to the Government of India.

Agenda Item - 23

Consideration of the question of prescribing standards for Homoeopathic, Apir- 

vedic and Unani medicines.

The Chairman informed Dr. Chopra, that sulphur, menthol, thymol!, arsenic 

etc. are used in Ayurvedic drugs. Should there be any doubts about the dassificatiiOT 

of any product, samples of such drugs along with their full formula and o tte r parti­

culars may be sent to the Central Drug Control. Organization so that the v iew  o f 

the Adviser in the Indigenous Systems of Medicines could be obtained.

Agenda Item - 24

Arrangements to be made for testing of finished Homoeopathic medicines.

The Chairman explained that while mother tinctures could be subjected to assay, 

no methods of testing of Homeopthic potency preparations have been developed so 

far and that in the absence of methods of test, it would not be possible to test 

Homoeopathic potency preparations. He however, said that M/s. Bhandarl & Sc ::s 

who are one of the leading manufacturers of Homoeopathic drugs would foe asked 

to obtain any information on the subject which their principals in Germany may 

have with them.

Agenda Item - 25

Provision mahy be made to levy penalty in the case of loan licensees who fail
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to apply for renewal of licences before expiry.

The Chairman stated that certain provisions were now being made in the rules 

and forms for loan licences. The suggestions made for the introduction of a provision 

for levy of penalty in the case of loan licensees who failed to apply for renewal 

of loan licence before expiry would be taken into account while processing the amend­

ments.

Agenda Item - 26

Consideration of the question of laying down provisions m the rules for licensing 

of approved testing laboratories.

The Committee considered the question of exercising control over private 

laboratories which undertake the testing of drugs sent by manufacturers who do 

not have their facilities for such test. It was recommended that the testing laboratories 

should be licensed under the Drugs and Cosmetics Rules and that the terms and 

conditions under such licences should be examined, by a Sub-Committee consisting 

of the following members :

1. Shri M.K. Rangnekar, Director,

Drugs Control Administration, Maharashtra Member

2. Dr. B.B. Sarker, Director, Drugs Control, West Bengal Member

3. Dr. R.L. Ciiopra, Drugs Controller, Haryana Member

k. Shri R. Balasubramanyam,

Deputy Drugs Controller (India), West Zone Convener

The Sub-committee will also recommend the amendements in the Drugs and 

Cosmetics Rules that will have to be made in this connection.

Agenda Item - 27

Consideration of the question of the various provisions of the Act and their 

enforcement with regard to liability of Managing Director, Production Manager and 

other Supervisory Officers in cases where products are reported to be not of standard 

quality or adulterated or misbranded.
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The Chairman explained that the question raised had also been examined at
1

the Drugs Conference held earlier on the 16th and 17th of September, 1968 at Cochin. 

The Committee agreed that according to Section 34 of the Drugs and Cosmetics

Act '.'very person, who at the time the offence was committed, was in charge and

was responsible to the Company for control of the business of the company was

liable for action. Besides, while the proviso to the said section afforded an opportunity 

to the accused to put forward plea, it did tot protect such a person from being prose­

cuted. The person concerned will have to stand prosecution even though prima-facie 

he may not be liable.

Agenda Item - 28

Consideration of the difficulties faced by the Drug Control Administration

in exercising control over Cosmetics.

(i) Facilities for testing of raw materials.

The Chairman stated that the Indian Standard Institution has published specifi­

cations for quite a number of raw materials used in the manufacture of cosmetics 

and that draft standards for any other raw materials used in the cosmetics industry 

were also under finalization. The manufacturers of cosmetics in the country might 

be advised to adopt the I.S.I. standards, wherever these have been laid down for 

raw materials to be used in cosmetics. The Committee further recommended that 

wherever standards for raw materials for cosmetics had not been laid down by the 

I.S.I. specifications for such raw materials as laid down by the Toilet Goods Associa­

tion of U.S.A. (T.G.A. standards) and by the Toilet Preparations Federation of the 

U.K. (T.P.F. Standards) might be suggested for adoption by manufacturers.

(ii) Payment of fees.

The Committee recommended that the existing rule 138 of the Drugs and 

Cosmetics Rules should be applied only to small-scale manufacturers and not to 

firms manufacturing item other than cosmetics.

(iii) Classification of certain items as cosmetics.
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The Committee recommended that normally such items as hair oils, tooth

powder, etc. which are used as cosmetics should be considered as "Cosmetics" for

the purpose of the Drugs & Cosmetics Act. However, if therapeutic claims were 

made for these items, they should be considered as drugs. Rules for the control 

of Ayurvedic and Unani medicines under the Drugs and Cosmetics Rules have already 

been laid down. In case these items are claimed to be Ayurvedic or Unani medicines 

their manufacture should be regulated under a licence for manufacture of such 

medicines.

(iv) Minimum conditions for manufacture of nail lacquers.

Shri. Rangnekar explained the hazards that may arise in the manufacture of

nail lacquers and informed the Committee that the Drug Contorl Administration,

Maharashtra had drawn up a note giving the safety measures that should be adopted 

by manufacturers of naii lacquers. The Committee recommended that this note might 

be circulated to the members for information and guidaice.

(v) Use of Boric Acid in Baby Powders.

The Chairman explained that the 1.5.1. which had drawn up specifications for 

baby powders was now considering the question whether boric acid and borax may 

be permitted to be used in baby powders or not. It would be worthwhile awaiting 

the recommendation of the l.S.l.

(vi) Licensing of Nyion Hair manufacturers.

The Committee recommended that Nylon Hair need not be considered as

cosmetic.

Agenda Item - 29

Consideration of the question whether ADRENALINE INJECTION should be

packed in amber coloured or colourless glass ampoules.

The Committee considered whether Adrenaline Injection should be packed

in amber coloured or colourless glass ampoules. It was decided that adrenaline
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Injection, for which a life period of twelve months has been laid down and which 

is required to be sold in single dose containers should be packed in colourless glass 

ampoules so that any change in colour or physical appearance of the contents could 

be detected. The glass container should be packed in cartons.

Agenda Item - 30

Consideration of the Principles to be followed for institution of prosecutions 

under the Drugs and Cosmetic Act.

The Committee considered the subject matter suggested by the Kerala Drugs 

Controller. The Chairman pointed out that the Committee had already examined 

a similar issue at its earlier meeting in Calcutta, when the Director, Drug Control 

Administration, Maharashtra desired to have guidelines setting forth the types of 

offences for which prosecutions should be launched and the offences for which other 

penal measures should be imposed.

The Committee, after detailed discussions, reiterated the stand taken by it 

at its eleventh meeting. It also felt that its view-point had been sufficiently spelt 

out in the "Instruction Manual" supplied to the Drugs Inspectors at the time when 

the training programme for Drugs Inspectors was held in Maharashtra and Gujarat 

in 1962. The relevant extract from the Inspectors' Manual is enclosed as Annexure-II.

The Committee recommended that its views expressed at the Calcutta meeting, 

supplemented by the advice given in Annexure H  of these minutes could be followed 

as a guide line by the State Drug Control Administrations in deciding upon the action

to be taken against offences under the Drugs and Cosmetics Act.

Agenda Item - 31

Suggestions that Loan Licences in Forms 25A and 28A should be subject to

suitable conditions in addition to those stated in the licence forms.

The Chairman explained that conditions of licences in forms 25A and 28A 

for manufacture of drugs under a loan licence were now being laid down in the Drugs 

and Cosmetics Rules and that a consolidated list of amendments for this purpose 

was under publication.
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Agenda Item - 32

Suggestion that further conditions should be incorporated in Rules 7 k and 78 

to ensure good manufacturing practices and processing of drugs.

The Committee accepted in principle the suggestion made by the Director, 

Drugs Control, West Bengal for laying down provisions in rules 7k and 78 to the 

Drugs and Cosmetics Rules to ensure good manufacturing practices. The Chairman 

stated that a consolidated list o f  draft amendments which inter-alia specified the 

nature of records of manufacture and testing of drugs by the manufacturers was 

now under publication in final form. The World Health Organisation had prepared 

a draft code of Good manufacturing Practices. Since the suggestions made by the 

Director, Drug Control, West Bengal would require detailed examination the Committee 

recommended that the Sub-committee constituted under item 26 of the Agenda might 

also consider the proposal.

Agenda Item - 33

Suggestions that the additional provisions should be included in Schedule 'Mf»

The Committee agreed that the suggestion for including additional provisions 

in Schedule *M* might be considered by the- Sub-committee appointed under item 

26 of the Agenda.

Agenda Item - 3^

Any other item with the approval of the Chair.

(1) Fees for duplicate copy of the renewal certificate in Form 21-C, and 

Loan Licences etc.

The Chairman stated that an overall check will be made of the provisions 

relating to grant or renewal licences and for grant of duplicate copies of licences 

and necessary action taken to set right any deficiencies.

(2) Maintenance of Inspection Book for licence holders in form 25(B)
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It was explained that a new form setting ..th the manner in which an Inspection 

Book is to be maintained by the iicencees was now under publication in final form.

(3) Addition of the Word Schedule 'H' after the word "Schedule L" and the 

deletion of the word "or" from clause (f) of sub-rule (3) of rule 65.

The Chairman informed the Committee that sub-rule (3) of rule 65 was now

being amended in consultation with the Drugs Technical Advisory Board, and necessary

change will be made in this rule in case the same is not already made in this amend­

ment.

(k) Duties of Government Analyst to test samples of cosmetics.

The Committee recommended that rule 45 of the Drugs and Cosmetics Rules 

may be amended to add the words "and cosmetics" after the words 'drug.'

(5) Labelling requirements for cosmetics showing of the manufacturing licence 

number.

The Chairman stated that the proposal was considered at the Drugs Conference 

held in Calcutta in 1967 and the opinion that prevailed was that the manufacturing 

licence number need not be shown on the label of cosmetics. The members of the 

Committee felt that the statutory requirements that dealers should buy cosmetics 

from a licensed manufacturers cannot be fulfilled unless the manufacturing licence 

is shown on the label. This aspect, the Committee felt, should be brought to the 

notice of Government.

(6) Clarification regarding Entry I to Schedule 'K' of the Drugs and Cosmetics 

Rules in respect of items like Petroleum Jelly, Soda Bicarb, Glycerine 

etc., which are labelled as "Not for medicinal use".

Shri. Rangnekar, stated that manufacturers of drugs used raw materials such 

as Petroleum Jelly, Soda Bicarb, Glycerine, etc. which were labelled. 'Not for 

Medicinal use' after testing them and making sure that they are of pharmacopoiel 

quality. The Chairman said that the question had also been discussed at the Drugs 

Conference held on the 16th and 17th September, 1988 at Cochin. The Committee

25



agreed that the list of items which the manufacturers' organisation promised to 

supply should be examined and that Glycerine, Dextrose, Boric Acid, Kaolin, Soda 

Bicarb, Talc, Liquid Glucose, and such other items re may come to the notice of 

the State Drug Control authorities may be permitted to be used by the manufacturers 

of drugs after being tested and found to be of quality even though they are labelled 

'Not for medicinal use'.

(7) Consideration of the question of giving the expiry dates on Antibiotics

formulation.

The Chairman stated that a circular letter had already been issued to the

State Drugs Control authorities recommending that the date of expiry of finished 

preparations of antibiotics should not be fixed beyond the date of expiry of the anti­

biotic in bulk from which the finished products are processed. The Committee endorsed 

the policy.------

(8) Consideration of the question of giving date of expiry to Vitamin 'K' in bulk.

The Committee considered the suggestion that there should be a date of expiry 

for vitamin K in bulk. It was, however, observed that Schedule P to the Drugs and 

Cosmetics Rules, which lays down the maximum period upto which the manufacturers 

are permitted to show the date of expiry of drugs, did not include vitamins. In the

absence of specific entries for vitamins, it would not be possible to insist on the

date of expiry to be shown on the labels of these vitamins,

(9) Consideration of the question of laying down standards for raw materials 

to be used in the manufacture of Petroleum Jelly of Pharmacopoeial quality.

The Chairman said that the range of specifications for Petroleum Jelly in

the Indian Pharmacopoaia was wide enough to permit manufacturers of the item 

to manipulate a product which would just satisfy the minimum requirements laid 

down in the pharmacopoeia. The Jelly is, in many cases, made by blending cheap

quality pale oil and microcrystalline wax. Complaints had been received from drug

manufacturers making ointments, particularly eye ointments, that their products
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made with such Petroleum Jelly had deteriorated due to separation of the constituent 

ingredients in the 3elly.

Shri. Rangnekar also explained the results of a survey made by them of the 

Petroleum Jelly industry in Maharashtra.

The Committee recommended that strict control should be exercised over 

the manufacture of Petroleum Jelly and the quality of raw materials like micro­

crystalline wax and pale oil used for manufacture of Petroleum Jelly. The specifi­

cations of Petroleum Jelly compiled by the Director Drug Control Administration, 

Maharashtra (Annexure III), it was agreed, should be adopted by the Drug Control 

authorities of the States.

In regard to the suggestion made for deleting the standards for Yellow Petro­

leum Jelly (Yellow Soft Paraffin) in the Indian Pharmacopoeia 1966, the Chairman 

stated that this item is used in large quantity by the manufacturers. It will be neces­

sary to make an enquiry from the manufacturers who use yellow petroleum jelly 

as to whether the monograph for this drug should be retained or deleted form the 

I.P. 1966. The suggestions received from manufacturers would be passed on to the 

Indian Pharmacopoeia Committee for necessary action.

It was also brought to the notice of the Committee that Petroleum Jelly of 

inferior quality had been supplied to drug manufacturers in the Punjab and Haryana. 

It was decided that samples of petroleum jelly suspected to be of inferior quality 

should be sent for test and if the samples were reported to be not of standard quality, 

the suppliers should be prosecuted.

Shri. Narasimhan mentioned that bees wax supplied to the drug manufacturers 

from Mysore was not of standard quality. It was agreed that the question should 

be taken up with the Drug Control Administration, Mysore under advice to the Cen.+ral 

Drug Control Administration.

(10) Consideration of the question of laying down minimum conditions for 

manufacture of Ophthalmic Ointment.
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Shri. Rangnekar stated that the Drugs Control Administration, Maharashtra 

had circulated to manufacturers the conditions under which the manufacture of 

Ophthalmic Ointments should be carried out. The Committee agreed that the recom­

mendations made by the Drug Control Administration, ' Maharashtra (Annexure IV) 

might be adopted by other States.

(11) Consideration of the question of laying down upper limits for Antibiotic 

formulations.

The Committee recommended that no overages of antibiotic in formulations 

should be permitted except to the extent prescribed in the individual monograph 

of the Pharmacopoeias. For anti-fungal antibiotics, however, the Food and Drug 

Administration of the U.S.A. had laid down certain limits for overages which could 

be adopted.

(12) Consideration of the question of laying down sampling by repackers of 

repacked drugs.

The Committee considered the scale of sampling of repacked 

drugs, in the light of the scale of sampling that has been adopted by the Drugs 

Control Administration, Maharashtra. It was agreed that if the drug to be repacked 

is purchased in 5 containers and if all the containers bear the same batch number 

then samples from two containers should be drawn and without mixing them the

same should be sent for test and analysis. If reports on both the samples are found

to be of standard quality the drug contained in the 5 containers bearing the same

batch number should be deemed to be of standard quality and permitted to be re­

packed. In case the purchase is from 5 to 10 containers of the same batch, 4 samples 

should be drawn and sent for test and analysis and the drug reported to be of standard 

quality, if all the samples pass the tests. In case the purchase is from 10 to 15 con­

tainers, 5 samples should be sent and the drug would be reported of standard quality 

if all the 5 samples pass the tests. If the purchase is from 15 to 20 containers, six 

samples should be sent for test and analysis and if are reported to be of standard 

quality, the same should be permitted to be used. In case the containers bear different 

batch numbers, the same procedure shall be followed in case of containers with the 

same batch number.
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(13) Consideration of the question of action to be taken in respect of parenteral 

preparations containing suspended matter.

The Committee discussed the question of laying down a uniform policy of 

action in cases where suspended matter in parenteral preparations was. reported by 

the Government Analysts. It was felt that this was a matter for the Government 

Analyst to consider and that no guide lines could be suggested by the Committee.

(14) Action to be taken in respect of Rubber Contraceptives reported to be 

"not of standard quality".

The Chairman stated that the question of testing condoms which are imported 

or manufactured in the country had been discussed with the manufacturers 

and that the decisions taken had been communicated to the State Drug Control autho­

rities. The Family Planning Department was keen on ensuring that only condoms

of standard quality are permitted to be marketed. It was therefore necessary to
\

exercise strict control over condoms which are imported and manufactured and that 

no relaxation from the existing provisions should be permitted. The scale of sampling 

of condoms from the premises of dealers or manufacturers is yet to be decided on 

a statistical basis and Chairman requested Shri. Patel and Shri. Rangnekar to expedite 

their discussions with the statistical authorities.

(15) Consideration of the question of colouring of coated tablets.

The Committee examined the question whether colours should be permitted 

to be added to pharmacopoeial preparations even though in the monographs of the 

Indian Pharmacopoeia the addition of colours was not specifically permitted. A recent 

letter received from the British Pharmacopoeia Commission on the subject was read 

out by the Chairman. The Committee decided that no colour need be permitted to 

be added to pharmacopoeial preparations unless the use of a colour was specifically 

permitted in the respective pharmacopoeia.

(16) Consideration of difficulties experienced by the Government Analyst in 

reporting on Form No.34 of the Drugs and Cosmetics Rules.
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The Committee considered the difficulties experienced by Government Analysts

in issuing reports on cosmetics in Form 34 which was inadequate for the purpose.

It was agreed that the Director, Drugs Cpntrol Administration, Maharashtra and

Gujarat should consult their Government Analysts and suggest the specific changes 

that should be made in the form.

(17) Suggestion that retail dealers may be permitted to maintain two sets

of cash memos for meeting the requirements of Rules 65(3) and 65(4) 

of the Drugs and Cosmetics Rules instead of present practice of three 

separate sets of cash memo.

The Committee examined the provisions of the rules for maintenance of records 

for sale of drugs and felt that the question as to whether two or three sets of Cash 

Memos should be maintained by the dealers is a matter which should be left to the 

administrative convenience of the State Drug Control authorities. No amendment 

to the rules was considered necessary.

&

(18) Provision to maintain records by Licensees in Form 25.

and

(19) Testing of raw materials and finished products and maintenance of records 

thereof.

The Chairman stated that a consolidated list of finalised amendments including 

a new Schedule to the Drugs and Cosmetics Rules was under publication and that 

the schedule in question covered aspects relating to the maintenance of the necessary 

records by licensees in Form 25 and also for maintenance of records of tests of 

raw materials and finished products by manufacturers.

(20) Qualification of Analysts

The committee considered the proposal for laying down qualifications for persons 

who could be considered as suitable for supervising the testing department in a manu­

facturing establishment. It was felt that the provisions of rules 71 and 76 were ade­

quate and elastic enough to permit the State Licensing Authorities to approve of
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persons who would supervise the testing operations, keeping in mind the nature of 

drugs to be tested’.

(21) Provision to compound offences

The proposal that provision should be made for compounding of offences was 

considered by the Committee and it was felt that the existing penal provisions of 

the Drugs and Cosmetics Act were sufficiently deterrent and that there was no need 

to amend the Act for this purpose.

(22) Appeal on the decisions of the Licensing Authority.

The Chairman stated that the Government of India, on the basis of a communi­

cation received from the Parliament Secretariat, had already initiated action for 

providing for appeals against the licensing authority for cancellation or suspension 

of licence to be made to the State Government in all the cases.

(23) Patent and Proprietary Medicines under the Ayurvedic (including Sidha 

or Unani) drugs.

The recommendation made under item 23 of the Agenda, it was agreed, would 

apply in this case also.

(24) Modification of Forms 15 and 16 of the Drugs and Cosmetics Rules,

The Committee was of the view that it was not necessary to amend Forms

15 and 16 of the Drugs and Cosmetics Rules.

(25) Drug Licence Fees ;

The Committee was of the view that if the licence fees for sale of drugs

were to be increased there would be protests from the dealers. The proposal was

not agreed to :

(26) Provision for realisation of fees for duplicate copy of certificate of renewal 

of licences.
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The Committee recommended that necessary provision for issue of duplicate 

copies of certificates of renewal of licences and fees therefore should be provided 

in all cases in the Drugs and Cosmetics Rules.

(27) Licence forms may be amended so that Licensee cannot sell drugs from 

the premises in any other name and style than mentioned in the Licence.

The Drugs Controller, Kerala stated that his suggestion was a sequal to a 

judgement of the Kerala High Court. The Chairman desired that a copy of the judge­

ment might be sent to him so that the proposal could be examined further.

(28) Suggestion to amend the rules to levy pro-rata fees for renewal of licence 

after the expiry of licence.

The Chairman explained to the Committee that the Committee's recommendation 

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 Government of India, however, did not 

accept the recommendation as it felt that to permit sale of drugs after the expiry

of licence would be tantamount to encouraging sale without a licence. Moreover,
/

with the introduction of a system whereby renewal of licence had been made effective 

from the 1st of January of a calendar year, the chances of licensees not renewing 

tneir licences would be few and far between.

The Committee, however, felt that the present procedure resulted in certain 

anomalies in that while a party which applied for renewal after one month of expiry 

of the licence was required to pay a late fee for renewal, parties which applied 

for renewal after one month, need not pay any renewal fee at all. Besides, prosecution. 

of firms which carried on their manufacturing or sale activities without renewing 

their licences which is the only penal action possible in such cases, presented consi­

derable difficulty to the State Drug Control authorities especially in the collection 

of evidence etc. The .Committee decided that its earlier recommendation should 

be taken up again with the Government in the light of the above facts.

(29) Relabelling (Re-dressing) of Drugs and Cosmetics.
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Kerala Drugs Controller desired to know whether the practice followed by

certain firms to send unlabelled stocks to their own storage depots in different states

and to send separately the labels for being affixed on them should be permitted. 

The Committee was of the view that no stocks of drugs should be allowed to go 

out. of manufacturing premises without being labelled properly and if any firm was 

found not to conform to this requirement, particulars of the firm should be furnished

by the Drug Control Authority of the State in which such cases were detected to

the authorities of the State where the manufacturing firm is located.

(30) Addition of words 'or Pharmacy’ after the words 'graduate in medicine 

or science' in the 1st proviso to rule kk to enable pharmacy graduates 

to become Government Analysts for Schedule C drugs.

The Chairman stated that rule kb had been revised and that the revised rule 

had taken into account the point raised.

(31) Amendment to Section 7A of the Drugs and Cosmetics Act.

The Chairman stated that consequent on the publication of the rules for the 

control of Ayurvedic and IJnani medicines the States have to appoint Licensing autho­

rities for regulating the manufacture of Ayurvedic and Unani drugs. The proposal 

to amend Section 7A of the Act is linked with the enforcement of Ayurvedic and 

Unani Rules and no action at this stage appeared necessary.

(32) Permission for availing of testing facilities of drug testing laboratories 

by manufacturers who do not have their own facilities of testing.

In the absence of a representative from the Delhi Drugs Control Administration 

the Chairman stated that the provision in the Drugs Rules permitting firms to get 

their products tested at another approved laboratory had been reported to be abused. 

Reports that manufacturing firms get samples from a few batches tested from another 

laboratory and continued the manufacturing activities under the same batch numbers 

had been received. In his opinion, manufacturing firms whose turn over was sufficiently 

large should be given a time limit and allowed to build up their own testing facilities.
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If necessary, the rules should be suitably amended.

The Committee recommended that the Sub-committee appointed under item

26 should consider this aspect also.

(33) Filling of gelatin capsules by hand.

The Chairman explained that in some States like Delhi, manufacturers did

not have semi-automatic machines for filling capsules and that the capsules were

being filled with the drug mechanically by workers. The Committee recommended 

that the filling of capsules should be done with at least semi-automatic filling

machines.

(34) Standards for Surgical dressings

The Chairman stated that the Ministry of Defence had informed him that 

manufacturers of surgical dressings were unable to comply with the I.S.I. specifications 

even though the I.S.I. had originally drawn the specifications keeping in view the 

standards that could be attained by the handloom sector of the textiles industry. 

The I.S.I. has already been requested to forward its comments on the points raised 

by the Defence Ministry. The State Drug Control authorities will be apprised of 

the views of the I.S.I. If considered necessary, the I.S.l. would reconsider its standards 

for surgical dressing after which those standards could be adopted in the Drugs and 

Cosmetics Rules. Meanwhile, the Committee agreed that the I.S.I. standards should 

be followed for the purposes of Drug Control.

(35) Proposal for approval of formula of. patent or proprietary medicines before 

these are permitted to be marketed - amendment to the Second Schedule 

to the Drugs and Cosmetics act.

The subject had already been discussed under item 3 (b) of the Agenda.

(36) Standards for cosmetics should be laid down.

and
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(37) Testing of raw materials and finished cosmetics.

The two points raised by the Delhi Drugs Control Administration, namely 

(i) the standards that should be adopted for finished cosmetics and raw materials 

used in the manufacture of cosmetics, and (ii) the manner in which Form 34 have 

to be amplified had already been discussed under Item Nos. 28(i) and 34 (16) of the 

agenda.

(38) There are drugs and cosmetics which have not been manufactured by 

manufacturers whose names are given on the label. The Act may be amen­

ded so that samples of such drugs and cosmetics can be sent to the manu­

facturer whose name is given on the label.

The Committee was of the view that it would not be necessary to amend 

the Drugs and Cosmetics Act so as to provide for samples of drugs and cosmetics 

alleged to be misbranded to be sent to the manufacturer whose name is given on 

the label for verification of the bonafides of the drug. The genuine manufacturer, 

in such cases, should be called upon to give evidence before the Court.

(39) Consideration of the interpretation of the term 'New Drug' as defined 

in the Drugs and Cosmetics Rules, 1945.

The points raised by the Delhi Drugs Control Administration were that (a)

will a New drug continue to be a New drug in case it is not made bfficial in any

prescribed pharmacopoeia, (ii) will it be necessary to specify a period after which 

the New drug will cease to be a New drug and (iii) if one firm has been given per­

mission to manufacture a New drug, will it be necessary for the other firms also

to have permission to manufacture the same New drug. The Committee discussed 

these issues and agreed that a 'New drug' eventhough approved for a particular

firm would continue to be a New drug for other parties also until it is absorbed

in a prescribed pharmacopoeia. It is necessary that all firms which want to import 

or manufacture such 'New drug' should be made to obtain the approval from the 

Central Drugs Control Administration as standards in many cases for these New 

drugs vary

(i) Standards for Clinical Thermometers.
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Shri. Rangnekar stated that in terms of entry 18 to Schedule K to the Drugs 

and Cosmetics Rules manufacturers of Clinical Thermometers were exempted from 

the requirement of taking out manufacturing licence and complying with the conditions 

of manufacture, if the thermometers manufactured conformed to the I.S.I. standards. 

He enquired of the nature of control that should be exercised over a manufacturer

of clinical thermometers who did not like to join the I.S.I. Certification Scheme.

The Chairman informed the Committee that the I.S.I. was now fully equipped to 

undertake the testing of clinical thermometers and operate the Certificate Scheme.

The Committee agreed that the manufacturers should be persuaded to take 

out I.S.I. Certification Licence. It was further recommended that a note on the faci­

lities provided by the I.S.I. for the testing of clinical thermometers under the I.S.I. 

Scheme and also the list of manufacturers of clinical thermometers in the country 

as supplied by the I.S.I. should be circulated to the members.

(ii) Ban on Penicillin Ointment

Shri. Rangnekar pointed out that preparations like pencillin ointment which 

result in sensitisation and constitute health hazards should be banned. The Committee 

observed that there was no specific provision to ban the marketing of such items. 

It was recommended that an omnibus provision should be introduced in the Drugs 

and Cosmetics Act enabling Government to prevent the marketing of drugs which 

constitute a positive health hazard to human beings.

(iii) Amendment of Form 21.

Shri. Patel pointed out that in licence Form 21, the words "and to operate

a pharmacy on the premises situated at subject to the condition specified below

and to the provision of the Drugs and Cosmetics, Act, 1940 and the rules thereunder" 

are not laid down though the form 20 provides for the operation of a pharmacy. 

The Committee agreed that suitable change should be made in Form 21.

The Chairman, suggested that the State Drugs Control authorities should publish 

a list of licensed dealers of, drugs in their States and send copies of it to Associations 

of Chemists and Druggists and others who may be interested so that the dealers



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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ANNEXURES TO THE MEETINGS



ANNEXURE I

ST A T EM E N T  S H O W IN G  T H E  A C T IO N  T A K E N  O N  T H E  M IN U T E S  O F  T H E  E L E V E N T H  M E E T IN G  O F  T H E  

D R U G S  C O N S U L T A T IV E  H E L D  A T  C A L C U T T A  O N  16TH <5c 17TH M A R C H , 1967.

_____________________ __________________________________________________ Item No.2 o f the 12th D .C .C .  Meeting

Item ino 
o f Agenda 

( 1)

Recommendations o f the Drugs 
Consultative Com m ittee

(2)

Action taken 

(3)

1 (i) Question whe­
ther the side effects 
uf reptomycin have 
been noticed by the 
T.B. Hospitals and 
other Institution in 
other States similar 
to Gujarath.

Dr. B.V. Patel stated that some o f the patients who were 
treated with Streptomycin in Gujarat had exhibited vertigo. 
The question whether it is due to S treptom ycin or other 
inherent factors in the patients was still under exam ination. 
The' Chairman suggested that the question whether the 
patients were treated previously w ith Streptomycin or 
whether they were new cases m ight also be taken into 
consideration. A suggestion was made to the members 
o f the Com m ittee that they m ight, if  possible make enquiries 
whether sim ilar side- effects had been noticed by the T.B. 
Hospitals and other institutions in their States.

An enquiry was made o f the Drugs 
Control authorities o f other States 
whether sim ilar side-effects (vertigo) 
as exhibited by patients in Gu jarat 
State who were treated w ith strep­
tomycin, had been noticed by T.B. 
h o sp ita ls  and o the r institu tions  
in their States. Most o f the States 
have informed that s im ilar side 
effects o f streptomycin have been 
reported by T.B. hospitals and insti­
tutions in their States. The question 
was therefore taken up w ith the In- 
dustan Antib io tics Ltd. to examine 
the m atter and to in itia te  necessary 
comparative studies on the . tox icity  
o f streptomycin m anufactured by them 
and other well-established m anufac­
turers in India and other countries. 
M/s Hindustan Antib iotics have in fo r­
med this D irectorate that they had 
carried out a detailed analysis o f the 
toxicity o f streptomycin sulphate 
m anufactured by them and compared 
it w ith samples o f imported strepto­
mycin from reputed manufacturers 
abroad. The results o f investigations 
so far carried out including LD/50 
studies and chromatographic investi­
gations did not indicate any particu ­
lar defect in ' the quality  o f S trepto­
mycin Sulphate manufactured by M/s. 
Hindustan Antib iotics. However, fur­
ther investigations are continued to 
be carried out by them in this resard.
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(v) Question  regar­
d ing use o f time- 
expired drugs could 
be pe rm itted .

(v ii) Exh ib ition  o f 
f ilm  on the Phar- 
m a c e u t i c a l  
and H osp ita l equ ip ­
m en t.

On a question  raised by the D rug C o n tro lle r , P un jab  w hether 
the use o f  tim e-expired  drugs could  be p e rm itte d , the  
C ha irm an  s ta ted  th a t the m a tte r  had to be considered aga inst 
the  background in w hich a drug w hich is tim e-expired  is. 
required for use. I f  it  was a question  o f  l ife  or dea th  o f a 
p a tie n t it was for the  a tte nd in g  doctor to  dec ide  w hether he 
could  take  the  risk o f  using a tim e-expired  drug in the  
larger in te rests  o f  saving the  p a t ie n t . In s t itu t io n s , how ever, 
should no t use tim e-exp ired  drugs, even w ith  increased 
dosage. O nce  the  d a te  o f  expiry  is crossed it  was no t easy 
to say w hether the  in te g r ity  o f  the  ac tiv e  ing red ien ts  
o f a product could  be vouched for and w he ther, because o f 
d e te r io ra tio n , c e r ta in  breakdow n products  and also products  
resu lting  from  re ac tio n  betw een the o r ig in a l ing red ien ts  and 
the deg rada tion  produc tions  w ould not be present v it ia t in g  
the ir th e rap eu tic  o ff ic a c y . The hosp ita ls  and o ther in s t itu ­
tions should be advised to  p lan  c a re fu lly  the ir  purchase 
o f drugs w hich  are lia b le  to  d e te r io ra te  on storage  to  ensure 
th a t they are stored under idea l cond itions  and are issued 
or tr ied  over before  the ir  dates  o f  expiry  are crossedi P eriod ic  
inpection  o f  H osp ita l S tores by Drugs Inspectors w ould 
go a long way tow ards  im prov ing  m a tte rs  in th is  regard .

Shri. B.V. P a te l s ta te d  th a t  the  p roduc tion  o f  a film  on 
the ph a rm aceu tic a l industry  in G u ja ra t S ta te  was under 
cons ide ra tion . Shri Shanbhogue in fo rm ed  the  C o m m itte e  
th a t a film  on p h a rm ac e u tic a l and hosp ita l equ ipm en t m anu ­
fac tu red  in Ind ia  produced  by the  F ilm s  D iv is ion  o f  the 
G overnm ent o f  Ind ia  was being screened in fore ign  coun tr ies  
as part o f  the  export p rom o tion  p rog ram m e . The C h a irm an  
was o f  the  view  th a t the  film  should also be exh ib ited  
w ith in  the  Country so th a t  the  m ed ica l profession  and the  
genera l pub lic  cou ld  be m ade to  acqu ire  g rea te r con fidence  
in the  q u a lity  o f  products  m anu fa c tu re d  in the  coun try . 
The F ilm s  D iv is ion , he said , w ould be approached  to  consider 
such a proposal.

The S ta te  Drugs C o n tro l a u th o r it ie s  
have been adv ised to  in fo rm  the  
In s t itu t io n s , H osp ita ls  and Drugs 
Inspectors in th e ir  re spec tive  S ta te s  
to  com p ly  w ith  the  dec is ion  o f  the  
D r u g s  C o n s u l t a t iv e  C o m m it t e e .

The f ilm  e n t it le d  "H o sp ita l E qu ip m e n t 
from  Ind ia " has s ince been approved  
by the  F ilm  A dvisory  Board , M in is try  
o f  In fo rm a tio n  and B roadcas tin g , 
for genera l re lease . The said  f ilm  
w ill be re leased  shortly  in a ll the  
C inem as  in the  coun try .
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Agenda Item  2 A c tion  taken on the  re co m m enda tio n s  m ade  by the  Drugs
C onsu lta tive  C o m m itte e .

A c tion  taken on the  m inu tes  o f  the  te n th  m e e tin g  was 
expla ined by the C h a irm an .

In regard to the  g ran t o f  "L oan  L icences" the  C h a irm an  
said th a t  the views o f  the  M in is try /D e p a r tm e n t concerned  
w ith  the  drug industry  a t the  C e n tre  w ere  no t in  consonance  
w ith  the views expressed by the  D rugs C o n su lta t iv e  C o m m it ­
tee . The Union M in is try  o f  H e a lth  had  th e re fo re  dec ided  
th a t , for the  present, the  status-quo in regard  to  the  g ran t 
o f  loan licences should be m a in ta in e d  and  th a t  the  ques tion  
could  be reviewed la te r  on , i f  necessary . This m e an t th a t  
s ta tu to r ily  the  g ran t o f  loan  licences  has to  be con tin ued  
though S ta te  Drug C o n tro l a u th o r it ie s  m ig h t apprise  the  
app lican ts  apply ing for loan  licences  th a t  the re  is every 
possib ility  o f  such licences being  d iscon tin ued  a t a fu tu re  
da te  and th a t it  w ould be in th e ir  in te re s ts  i f  they  m a in ta in  
the ir  own arrangem ents  for m a n u fa c tu re  or processing 
o f  drugs.

As regards the s ta tus  o f  loan  licences  for purposes o f  
im po rt o f  raw m a te r ia ls  under th e  Im p o r t Trade C o n tro l 
R egu la tions , it  was agreed th a t  the  co m sum p tio n  o f  raw  
m a te r ia ls  o f such firm s should be w orked ou t on the  basis 
o f  consum ption  during three  e a r lie r  years and th a t  a s u ita b le  
a llow ance  (not exceeding 15%) m ig h t be a llow ed  for expan ­
sion o f  business. In regard to  new firm s  the  L icens ing  A u th o ­
r ity  has to  use its  d isc re tion . The C h a irm an  added th a t  
w hile  recom m end ing  im po rts  o f  raw  m a te r ia ls  for m a n u fa c ­
turers the  overall tu rnover o f  the  firm s , th e ir  f in a n c ia l 
o u tlay , e tc . should also be kep t in  v iew , and th a t  the  va lue  
o f  licence  recom m ended for such f irm s  should have a re a ­
sonable re la tion  to these fac tors .

The m em bers  have been requested  
to  m a in ta in  the  status-quo in regard  
to  the  g ra n t o f  loan  licences . They 
have also been in fo rm ed  v ide  th is  
D ire c to ra te  le t te r  N o. 11-3/65-DC /D  
da ted  5 .10.1967 th a t  as the re  is 
a t p resen t no prov is ion  in  the  D rugs 
and C o sm e tic s  R u le s  under w h ich  loan  
licences  can  be g ran ted  for m a n u fa c ­
tu re  o f  C o sm e tic s  and  necessary  
ru les , form s for a p p lic a t io n  and form s 
for g ra n t o f  loan  licences  for co sm e ­
tic s  are  now be ing  m ade . T ill such 
t im e  these  ru les and form s are  in c lu ­
ded in the  D rugs and C o sm e tic s  
R u les , they  have  been requested  to  
g ra n t loan  licences  for the  m an u ­
fac tu re  o f  c o sm e tics  in  F o rm  32 and 
e n fo rc e  the  sam e co nd itio ns  o f  
m a n u fa c tu re  as la id  down for drugs 
m a n u fa c tu re d  under s im ila r  c ir c u m ­
stances in respec t o f  co sm e tics  
m a n u fa c tu re d  aga in s t loan  licences .
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M a n u f a c t u r e  o f  
em pty  hard ge le tin  
capsules' and co ­
lours used in the ir  
m anu fac tu re  should 
b e  r e g u l a t e d  
under the Rules.

A m e n d m e n t  
o f rules for con ­
tro llin g  ve terinary  
drugs.

As regards the  question  o f  b ring ing  hard  g e la tin  capsules 
w ith in  the  purv iew  o f  the  d e f in it io n  o f  the  te rm  "drug" 
in the  A c t , the  C h a irm an  s ta te d  th a t  th is  had to  w a it
t i l l  the  A c t  is am ended  next t im e . In the  m e an tim e  it 
was agreed  th a t  S ta te  D rug  C o n tro l A d m in is tra t io n s  o f  
M aharash tra  and G u ja ra t , w here  the  m anu fa c tu re rs  o f
e m p ty  g e la t in  capsu les are  now lo ca te d  m ig h t persuade 
the  m anu fa c tu re rs  to  use on ly  these co lours w h ich  are 
approved as food co lours by the  U .S .A . a u th o r it ie s . G e la t in
being h igh ly  suscep tib le  to  the  g row th  o f  m ic roo rgan ism s
it  was essen tia l the  m a nu fa c tu re rs  o f  g e la t in  capsules 
should be apprised  o f  the  need to  take  steps in the  m a n u fa c ­
tu re  to  preven t, the  g row th  o f  m ic roo rgan ism s  in g e la tin  
capsu les. The C h a irm an  agreed  to  supply the  m em bers  
w ith  a c o m p le te  lis t o f  co lours  approved  by the  Food Drugs 
A d m in is tr a t io n  and o ther coun tr ie s .

R egard ing  the  am endm en ts  to  the  Drugs A c t and the  R u les 
w hich  w ould  be necessary for co n tro llin g  ve te r in a ry  drugs, 
the  C o m m it te e  was o f  the  v iew  th a t  the  d ra f t  am endm en ts  
should be pub lished  a t an early  d a te  for e lic it in g  co m m en ts  
o f  the  pub lic . T ill such t im e  as the  rules are am ended , 
it  was agreed  th a t  m a nu fa c tu re rs  who process the  sam e fo r ­
m u la t io n s  for hum an  as w ell as ve te r in ary  use should be asked

to  take  su ita b le  p recau tions  to  ensure th a t  the re  is no m ix-up 
o f  the  tw o  ca tego r ies  o f  drugs on the  processing lin e  a t 
any stage .

The ques tion  o f  b r ing ing  th e  hard  
g e la t in  capsu les w ith in  the  pu rv iew  
o f  the  d e f in it io n  o f  th e  te rm  'D ru g s ' 
w ill be taken  up a t th e  t im e  o f  n ex t 
am en d m e n t to  th e  D rugs & C o s m e tic s  
A c t.

As regards supply  o f  c o m p le te  l is t  
o f  co lours approved  by the  F ood  and  
D rug  A d m in is tr a t io n , U .S .A . to  th e  
m em bers , a  copy  o f  th e  'C o m p ila t io n  
o f  R e g u la t io n s  for C o lo u r  C e r t i f ic a ­
tio n ' re ce ived  from  th e  A d m in is tr a ­
t io n , U .S .A . and c o n ta in in g  lis ts  o f  
co lours for use in F ood , D rugs  
and C o sm e tic s  as app roved  by th e  
A d m in is tr a t io n  had been c ir c u la te d  to  
the  m em bers  under th is  D ir e c to r a te  
le t te r  N o.53-21/67-D  d a te d  th e  26 th  
O c to b e r , 1967. A c t io n  has a lso  
been in it ia te d  to  o b ta in  th e  lis ts  o f  
co lours approved  by o th e r  im p o r ta n t  
coun tr ie s  n am e ly  U .K ., U .S .S .R . and  
C an ad a  and  the  lis ts  w ill  be sup p lie d  
when rece ived .

The fin a lise d  ru les have  been  sen t 
by the  M in is try  o f  H e a lth  & F .P . to  
the  M in is try  o f  L aw  for v e t t in g .
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to  take su itab le  precau tions  to  ensure th a t  the re  is no m ix-up 
of' the tw o categories  o f  drugs on the  processing line  a t 
any stage.

( 1) ( 2 ) (3)

A g e n d a  N o .3 ( i)

Screening o f the ra ­
peu tica lly  inactive  
form u lations  and fo r­
m ulations not covered 
by N .F .I.

A g e n d a  I t e m  3 ( ii)

C learance  o f  Phar­
m a c e u t ic a l  p r e ­
parations under ^he 

provisions 0 f rule 

69B(i) and 75B(i).

It was represented th a t unless there  is lega l back ing  in the 
Drugs A ct and the  R u les it w ould no t be possib le to  prevent 
the c ircu la tio n  o f  th e rap eu tic a lly  in e f fe c t iv e  fo rm u la tio n s . 
Nor would it would be possible to  m ake  sure th a t  only fo rm u ­
la tions covered by the  N a tio na l F o rm u la ry  o f  Ind ia  are m a r ­
keted by firm s. The C ha irm an  s ta ted  th a t  the  d if f ic u lt ie s  
represented are genu ine and th a t in order to  m ee t them  it  is 
proposed to lay down add itio na l s tandards in the  body o f  
the rules prov id ing th a t  p a te n t or p rop r ie ta ry  m ed ic ines , 
apart from  d isp lay ing the  fo rm u lae  on the  labe l as requ ired  
by entry at (I) in the  Second Schedu le  to  the  A c t , should
also conta in  the ac tiv e  ingred ien ts  in th e rap e u t ic  or prophy ­
la c tic  quan titie s . W herever the co n te n t o f  the  ing red ien ts  
fa ll below the th e rap eu tic  or p ro phy lac tic  m anner, i t  should 
be made incum bent on m anu fac tu re rs  to  adduce  s u ff ic ie n t 
evidence in support o f  the  th e rap e u tic  e ff ic a c y  o f  the  
product. When these am endm ents  are carr ie d  ou t, the  hands 
o f  the S tates Drug au th o r itie s  w ould be s tren thened .

T ill such t im e  as
the am endm ents are m ade, the C o m m it te e  agreed th a t 
when m anu fac tu re rs , approach the  S ta te  licens ing  au th o r itie s  
for renewal o f the ir  m anu fa c tu r in g  licences they m igh t
be in form ed o f those fo rm u la tio ns  w h ich , in the  op in ion
o f the L icensing A u th o r ity , are th e ra p e u t ic a lly  in e ffe c t iv e  
and advised to  stop the ir  m anu fa c tu re  or a lte r  th e ir  c om po ­
sition  in a su itab le  m anner.

The point represented was th a t unless the  d e f in it io n  o f  
the  term  "New D rug" is am ended so as to  bring w ith in  
its scope the "e ff ic a c y "  aspect, it  m ig h t be lega lly  d if f ic u lt  
to  refuse c learance  under R u le  69B(i) and 75B(i) o f  p repara ­
tions w hich are not e ff ic ac io u s . The C h a irm an  said th a t  
the  Drugs T echnical Advisory Board had a lso suggested 
th a t the d e fin it io n  o f  the  te rm  "N ew  D rug" should be revised 

in such a m anner as to  m ake it  possib le  for the  e ff ic a c y  
o f  form u lations  to  be con tro lle d . An am en d m e n t covering  th is  
aspect is a lready under exam ina tio n .

A re com m enda tio n  to  the  e f fe c t  th a t  
m u lt ip lic ity  o f  fo rm u la tio n s  should be 
checked  and preven ted  by requ ir ing  
prio r approva l o f  the  fo rm u la , was 
cons idered  by the  D rugs T echn ica l 
A dvisory  Board a t its  m ee tin g  he ld  on 
i^ t h  Ju ly , 1967. The Board agreed  to  
th e  re co m m enda tio n  in p r in c ip le . 
It was how ever fe lt  th a t  unless 
th e re  was a s ta tu to ry  prov is ion  
to  reg iste r p a te n t and p rop r ie ta ry  
m ed ic ines  from  the  ang le  o f  th e ra ­
p e u tic  e ff ic a c y , s ta b ility  e tc . ,  it  
w ould  n o t be possib le to  im p le m e n t 
the  re co m m enda tio n . The Board  re ­
com m ended  th a t  the  poss ib ility  o f  
se tting  up a C e n tra l agency  w ith in  
the  a m b it  o f  D rugs and C o sm e tic s  
A c t for re g is tra tio n  o f  P a te n t  and 
P o r p r ie t a r y  m ed ic ines  shou ld  be 
exam ined . F u rthe r a c t io n  to  im p le ­
m en t the  decis ion  o f  the  D .T .A .B . is 
under cons ide ra tion  o f  th is  D ire c to ­
ra te .

The a c tio n  is under way for am end ing  
the  d e f in it io n  o f  the  te rm  "N ew  D rug " 
under the  Drugs & C o sm e tic s  R u le s .

The fo llow ing  d ra f t  am en d m e n t to  
D rug  and C osm e tics  R u le s  has been 
suggested to  the  M in is try  o f  H e a lth  <5c 

F a m ily  P lann in g  for e lic it in g  c o m ­
m en ts  from  the  pub lic , n am e ly
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A genda item  - ^

C o n s id e r a t io n  o f  
the  fo llow ing R e ­
ports o f the Sub- 
C o m m itte e  o f the  
Drugs C onsu lta tiv e  
C o m m itte e .

(i) C ons ide ra tio n  o f  the  question  o f  E n fo rce m e n t o f  the  
cond itions  o f  s to rage  o f  drugs as n o t if ie d  by the  S ta te  
L icens ing  A u th o r it ie s  and the  d if f ic u lt ie s  th a t  m ay 
arise in en fo rc ing  these prov is ions.

(ii) C ons ide ra tio n  o f  ques tion  o f  suggesting  a su itab le  d e f i­
n itio n  o f  the  te rm  'B a tc h ' in  the  lig h t o f  the  G enera l 
M anu fac tu r ing  p ra c tic e s .

"The 'E x p lan a tio n ' to  ru le  30-A o f  the  
D rugs and C o sm e tic s  R u le s , 19^5 
shall be s ub s titu te d  by th e  fo llo w in g  
n am e ly  :-

'E x p lan a tio n ' - For the  purposes o f  
th is  ru le , "N ew  D rug " m eans a drug  
the  c o m po s itio n  o f  w h ich  is such 
th a t  the  drug is no t g e ne ra lly  re co g ­
nised am ong  experts  as e ff ic a c io u s  
and safe  for use under the  c o n d it io n  
recom m ended  or suggested  on th e  
labe l th e re o f  and a lso in c lude s  any  
drug the  c o m p o s itio n  o f  w h ich  is such 
th a t  the  drug  as a re su lt o f  in v e s t i­
g a tio n s  for d e te rm in in g  its  e f f ic a c y  
and sa fe ty  for use under such c o n d i­
tio ns , is so recogn ised , b u t w h ich  has 
n o t ,  o th e rw is e  th an  du ring  th e  
course o f  such in v e s t ig a t io n s , been  
used to  any app re c iab le  le ng th  o f  
t im e  under the  sa id  c o n d it io n " .

(i) It has been a sce rta in e d  from  th e  
Ind ian  M e tro lo g ic a l D e p a r tm e n t , N ew  
D e lh i th a t  the  necessary d a ta  re g a rd ­
ing the  m ax im u m  te m p e ra tu re  re a ­
ched in  shade in d if fe r e n t  p a rts  o f  th e  
coun try  is a v a ila b le  in  'C l im a to lo g ic a l  
Tables o f  O bse rva to r ie s  in  In d ia  
(1953), the  rev ised  e d it io n  o f  w h ich  is 
in press and w ill be a v a ila b le  in  a few  
m o n th s  t im e . The que s tio n  w ill 
be ex am ined  a f te r  th e  in fo rm a t io n  is 
rece ived .
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( iii)C ons ide ra tion  o f  the  proposal as to  how the  schem e 
o f  licensing m anu fac tu re rs  o f  drugs under the  Drugs 
and Cosm etics R u les  qou ld  be a m p lif ie d  to  regu la te  
the  quan tita t iv e  p roduc tion  o f  drugs.

The C o m m itte e  considered the  three  reports  o f  the  
Sub-Com m ittees and approved o f  the  re com m enda tio n s  m ade 
in them . The C o m m itte e  also p laced  on record  its  ap p re c ia t io n  
o f  the services rendered by the  m em bers  o f  the  Sub- 
C o m m itte e .

Regard ing  the question  o f  e n fo rcem en t o f  the  cond itions  
o f  storage o f  drugs, the  C o m m itte e  agreed th a t  u n til fu rthe r 
w ork was done in the  m anner suggested in the  S ub- C om m it­
te e ’s reort, the  "coo l storage" cond itions  for v itam in s  
need no t be enforced .

The C o m m itte e  fu rthe r dec ided  th a t  a d e f in it io n  o f  
the  term  "B atch " should be in troduced  in the  Drugs R u les  
on the  lines recom m ended in the  S ub- C om m itte e 's  repo rt.

Third recom m endation  was m ade by the  C o m m itte e  
th a t the Drugs Rules should be am ended  to  prov ide  for 
regu la tion  o f q u an tita t iv e  p roduc tion  o f  drugs as re co m m en ­
ded by the Sub-C om m ittee .

hO
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The necessary d a ta  regard ing  cond i­
tions  o f  storage  for V itam in  p repara ­
tions is be ing c o lle c te d  from  the  
S ta te s . F u rthe r e x am in a tio n  w ill be 
done a fte r  the  in fo rm a tio n  is rece ived  
from  the  S ta te s .

( i i )  N ecessary am en d m e n t to  the  
■Drugs and C osm e tics  R u les  t o  p rov ide  
for an ex p lan a tio n  o f  the  te rm  
'B a tch ' w ith  re fe rence  to  various c a te ­
gories o f  drugs, such as pa re n te ra l p ro ­
ducts , ta b le ts , liqu id s , pow ders, o in t ­
m ents  e tc . has been re fe rred  by the  
M in is try  o f  H e a lth  and F a m ily  P la n n ­
ing to  the  Drugs T echn ica l A dvisory  
Board for its  cons ide ra tion . H ow ever 
the  S ta te  Drugs C o n tro l A u th o r ity , 
West Bengal has po in ted  ou t th a t  a l­
though the  Sub- com m ittee  considered  
it  possib le to  g ive  the  d e f in it io n  o f  
the  te rm  'B a tc h 'in  respect o f  various 
ca tegor ies  o f  drugs in c ld u ing  m e d ic i­
na l gas, it  d id  no t g ive  any spec ific  
op in ion  as to  how a b a tch  o f  m e d ic i­
na l gas should be de fin ed . Though 
m e d ic in a l gases w ou ld  be covered  by 
drugs m anu fa c tu re d  by a continuous 
process in respect o f  w h ich  th e  C o m ­
m i t t e e  has r e c o m m e n d e d  t h a t  
the  q u a n tity  produced in a s ing le  sh if t  
m ay c o n s titu te  a b a tc h , the  S ta te  
D rugs C o n tro l a u th o r ity  is o f  the  o p i­
n ion th a t  a w eek 's ou t- turn  should be 
taken  as a b a tch  in the  case o f  m e d i­
c in a l oxygen and the  q u a n tity  p ro ­
duced in a  s h if t  in the  case o f  o ther 
gases. This aspect w ill th e re fo re  be
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Agenda Item  - 5

The question raised 
a t the N in th  Drug 
C onference  regard­
ing the m anner in 
w hich the prescrip­
tion  Reg ister spe­
c ifie d  in rule 65(3) 
should be m a in ­
ta ined .

The C o m m it te e  considered a t leng th  the  d if f ic u lt ie s  po in ted  
out by the  drug trade  in th is  regard and agreed th a t in 
respect o f  drugs w hich are no t com pounded  and w hich 
are supplied  from  o rig in a l con ta ine rs  aga in s t prescrip tions  
o f R eg is te red  M ed ica l P rac tit io n e rs  it should be adequa te  
i f  a ll the requ ired  p a r t ic u la rs  are en te red  in a separa te  
Cash M em o in the m anner spec ified  in R u le  65(3). The 
C o m m itte e  fe lt th a t the  Cash M em o books in w h ich  p a r t ic u ­
lars are m a in ta ine d  should be m a in ta ine d  under the  custody 
o f the  q u a lif ie d  person who is in-charge o f  the  prem ises.

A genda Ite m  - 6

D if f ic u lt ie s  encoun­
tered in m arketing  
tab le ts  and cap ­
sules in s trip  pack­

ing  and un iform

The C o m m it te e  exam ined  the  pros and cons o f  com pe llin g  
m anu fac tu re rs  to  m arke t p a te n t or p rop rie ta ry  tab le ts  and 
capsules in s tr ip  pack ing , in c lud ing  the  price  aspect to 
the consum er. It was agreed th a t  the  provisions o f  R u le  105 
should be en fo rced  in the  in te rests  o f  the  q u a lity  o f  drugs 
supplied by dealers to  consum ers. The C o m m it te e  no ted  th a t 
m ore and m ore m anu fac tu re rs  were tak ing  recourse to 
s trip  pack ing  in the ir  own in te rests  and th a t the  d if f ic u lt ie s

discussed a t the  fo rth  c o m ing  m ee tin g  
o f  the  D .C .C .

(iii) The proposal has been re fe rre d  by 
the M in istry  o f  H e a lth  & F .P . to  the  
D rugs T echn ica l A dv isory  B oard  for 
its  cons ide ra tion .

The M in is try  o f  H e a lth  & F .P . have  
re ferred  to  D .T .A .B . for its  co ns ide ­
ra tio n  the  d ra f t  am en d m e n t o f  (a) S ub ­
ru le  (2) o f  ru le  65 to  requ ire  the  sup­
ply o f  Schedu le  C  or Schedu le  L drugs 
also to  be e ffe c te d  on ly  by or under 
the  superv is ion  o f  a  q u a lif ie d  person 
and (b) sub-rule (3) o f  ru ir  65 to  the  
e ffe c t  th a t the  records shou ld  be 
m a in ta in e d  by the  C h e m is ts  and 
D rugg is ts  in the  p re sc r ip tio n  
reg ister for drugs w h ich  are  m ade  up
i.e . com pounded  a t  the  prem ises  and 
supplied  aga in s t doc to rs ' p re c r ip tio n s  
and th a t  records in respec t o f  drugs 
w hich  are not com pounded  a t  the  p re ­
m ises but supp lied  from  or in the  
o r ig in a l con ta in e rs  o f  the  m a n u fa c ­
turers m ay be m a in ta in e d  on the  Cash  
M emos in s tead  o f  the  p re sc r ip tio n  
reg iste r i f  the  licensee  so op ts .

The dec is ion  taken  w ith  regard  to  
s tr ip  pack ing  m ay  be borne  in m ind  by 
the  e n fo rc ing  a u th o r it ie s .
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Policy in regard to 
enforcem ent in this 
regard.

w hich were previously experienced in o b ta in ing  m ach inery , 
m e ta l foil for strip  pack ing e tc . are g e tt in g  them selves 
resolved progressively. Those m anu fac tu re rs  who are desirious 
o f m arketing  the ir products in strip-pcked form  should 
be encouraged to do so. O therw ise  it should be ensured 
at the m anu fac tu ring  level th a t p a ten t and p rop rie ta ry  m ed i­
cines are m arketed only in conta iners  w hich should be 
sold in ta c t.

Agenda Item  - 9

Question to be con­
sidered in regard to 
the transfer o f ad ­
m in is tra tion  o f the 
D ang e ro u s  Drugs 
A ct 1930 from the 
S ta te  Excise A utho ­
r ities  to the S ta te  
Drugs C on tro l D e ­
pa rtm en t.

C on tinu ing  the discussions fu rthe r, the  C o m m itte e  fe lt
th a t a rule should be in troduced  m ak ing  it m anda to ry  on 
the  part o f dealers th a t whenever they e ffe c t  sales o f  drugs 
in containers other than the  one in w hich the  m anu fac tu re r
has m arketed  the drug, such drugs should be enclosed in
any envelope or o ther su itab le  w rapper con ta in ing  the
fo llow ing  particu lars  on the label

a) N am e o f the drug

b) the quan tity  and

c ) ' the name and address o f  the dea ler.

The C ha irm an  sta ted  tha t it was obvious from  the review  
o f Drug S tandard C on tro l a c t iv it ie s  in the  S ta tes  as recoun­
ted by the S ta te  Drug C on tro l au th o r itie s  a t the beg inn ing 
o f the m eeting  tha t some S ta te  Drug C on tro l A dm in is tra tio ns  
had already taken over the adm in is tra tio n  o f  the  Dangerous 
Drugs A ct. He however drew the a tte n t io n  o f  the  m em bers 
o f  the note c ircu la ted  w ith  the  agenda w herein  the points 
w hich have to be borne in m ind  by the  S ta te  Drug C on tro l. 
A dm in is tra tio n  in tak ing  over the  work connected  w ith  
the Dangerous Drugs A c t have been set ou t. Cop ies o f 
the  d ra ft rules received from  the Excise D epa rtm e n t werecir- 

cu la ted  a t the  m eeting  to the  m em bers who were requested 
to convey the ir views in w riting  to  the  C h a irm an .

This proposal has been re ferred  
by the  M in istry  o f  H e a lth  and 
F .P . to  the  Drugs T echn ical Advisory 
Board for its  cons ide ra tion .

As per the  decision taken  a t the  
m ee ting  the  m em bers were app roa ­
ched in the  m a tte r  and requested to  
g ive the ir  views a fte r  c a re fu l study o f  
the  im p lic a tio n s  o f the  trans fe r o f  
a d m in is tra t io n  o f  the  Dangerous Drugs 
A c t to  the Drugs C o n tro l D e p a r t­
m ents . R ep lies  have been rece ived  
from  some m em bers who are o f  the view  
th a t the  A dm in is tra t io n  o f  the  D an ­
gerous Drugs A c t 1930 can be taken  
over by the  Drugs C o n tro l D e p a r t­
m en t only on the  cond itio n  th a t  
a dd it io n a l s ta f f  for th a t work is p ro ­
vided. The views o f  these m e m b e r s
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Agenda Item  - 10

The question  o f  
e v o lv in g  un ifo rm  
po licy  to be adop­
ted towards the la ­
b e l l in g  am pou les  
conta in ing  in je c ta ­
ble products w ith  
date  o f expiry under 
R u le  109(1) o f the 
Drugs and C osm e­
tics  Rules.

The C ha irm an  s ta ted  th a t though the  question  arose over 
the labe lling  requ irem en ts  o f  a spec ific  in je c ta b le  product 
con ta in ing  V itam in  'O ,  the  C o m m itte e  w ill have to exam ine  
w hat labe lling  requ irem en ts  should be insisted upon on 
an am pou le  labe l. G u ide lines  as to  the  categories  o f  drugs 
where such requ irem ents  should be insisted upon may also 
have to be la id  down so as to  secure u n ifo rm ity  o f  e n fo rce ­
m ent o f  the  provision .

In the  spec ific  case o f  V itam in  C  am pou le  (Redoxas o f 
R oche), the  C o m m itte e  agreed th a t s ince the  da te  o f  expiry 
was shown on the  carton  labe l, the  m anu fa c tu re r  would 
d isc la im  responsib ility  for loss o f  po tency o f  the  p repara tion  
a fte r  the  expiry da te  was crossed. In view  o f  C lause  (d) 
o f  Sub-Rule (1) o f  R u le  109, the  da te  o f  expiry o f  the  
p repara tion  it  was agreed m ust be shown on the  am pou le  
labe l.

A ris ing out o f  these d iscussions, Shri. P a te l s ta ted  th a t the  
norm al trade  p ra c tic e  o f  sale o f  am pou les in loose form  
from  o rig ina l con ta ine rs  should be borne in m ind  w hile  
dec id ing  w hat labe lling  requ irem en ts  have to  be insisted upon 
in the  case o f  am pou le  labe l. The C h a irm an  fe lt  th a t  the  
e n tire  sub ject m a tte r  needed fu rthe r ex am ina tio n  and it 
w ould be adv isab le  to  appo in t a S ub- C om m ittee . A Sub- 
C o m m itte e  cons isting  o f  the  fo llow ing  m em bers was co ns ti­
tu ted  to  go in to  the  question .

Shri. B.V. P a te l Convener
Shri. M .K . R angnekar
D r. B.B. Sarkar
Shri K .N . Shanbhogue

have been c o m m u n ic a te d  to  th e  G o v t, 
o f  Ind ia , M in is try  o f  F in a n ce . The 
m em bers who have not ye t conveyed 
the ir  views are being  rem inded  in  the  
m a tte r .

The m a tte r  has been re fe rred  to  the  
S ub- C om m ittee  o f  the  D rugs C o nsu l­
ta t iv e  C o m m it te e  for e x am in a tio n . 
The m inu tes  o f  the  m e e tin g  o f  the  
S ub- C om m ittee  held on the  20th 
Sep tem ber, 1967 a t B aroda  w ill be 
p laced  be fo re  the  nex t m ee tin g  
o f  the  Drugs C o n su lta t iv e  C o m m it te e  
for the ir  app rova l.



The term s o f  re ference o f  the  C o m m itte e  w ill be

A g e n d a  I t e m  - 14

R ev iew  o f the en­
forcem ent o f the  
provisions re la ting  
to C osm etics .

1. to  recom m end the p a rticu la rs  th a t should be shown 
on am poule  labe l, tak ing  in to  accoun t the  cu rren t p a tte rn  
o f  trade  practices in regard to  the  sale o f  am pou les to 
consumers and also represen ta tions  m ade by a represen­
ta t iv e  o f the  O .P .P .I. a t the  Tenth Drugs C on fe rence  held 
in  C a lc u tta  on the  l*+th and 15th.

2. to  recom m end the m anner in w hich  the  d a te  o f  expiry  
should be shown tak ing  in to  accoun t the  present p ra c tic e  
fo llow ed by some m anu fac tu re rs  o f  show ing only the  
m onth and the year w hich leaves the  trade  in doubt 
w hether the drugs are expected  to  re ta in  the ir  po tency 
t i l l  the  end o f the m onth  or t i l l  the  beg inn ing  o f  the 
m on th .

3. to  recom m end w hat procedure cou ld  be fo llow ed by m anu ­
facturers for ind ica ting  on the  labe l th a t  drugs con fo rm  to 
the  N a tiona l Form u lary  S tandards (There was a represen­
ta t io n  m ade a t the Tenth Drugs C on fe rence  th a t  the 
Drugs C on tro l A dm in is tra t io n  in c e rta in  S ta tes  d id  no t 
a llow  the  abbrev iation  N .F .I. to  be d isp layed im m e d ia te ly  
a fte r  the  proper- nam e .

(d) L abe lling  o f  Cosm etics

The question as to  w hether the  B atch  num ber, the  nam e 
o f  the  m anu factu re r and his p r in c ip le  p lace  o f  business and 
the m anu fac tu r ing  licence  num ber should be shown on 
the labe l o f  Cosm etics  was considered . In the  lig h t o f  repre ­
sentations m ade from  cosm etics  m anu fac tu re rs  th a t rig id  
adherence to the  provisions w ill d e tra c t from  the  sale value 
and export po ten tia lit ie s  o f  the  products . A fte r  d iscussion it  
was agreed th a t the  con tro l measures over cosm etics  should 
be en fo rced  in a m anner as not to  ham per the cosm e tic  in ­
dustry and th a t in te rp re ta tio n  o f  the  rules and regu la tions  in 
th is regard should be len ien t and as far as possible to  the  
advantage  o f  the C osm e tics  m anu fac tu re rs . The nam e 
o f  the  m anufacturers  could  be p e rm itte d  to be shown in

The decis ion  taken  m ay be born in 
m ind  by the  en fo rc ing  au th o r itie s .

As regards c o m p ila t io n  o f  A ll- Ind ia  
lis t o f  licensed C o sm e tic  M a n u fa c tu ­
rers, the  a c tio n  has a lready  been in i­
t ia te d  and the  p a rticu la rs  o f  these 
m anu fac tu re rs  are being in c luded  in 
the  lis t th a t  are rece ived  by th is  D i­
re c to ra te  from  t im e  to  t im e  from  
the  S ta te  Drugs C o n tro l a u th o r it ie s . 
It m ay also be added th a t  the  
t i t le  'The A il Ind ia  L is t o f  L icensed
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A g e n d a  I t e m  - 15

P ro v is io n  to be 
m ade  under the 
Drugs and Cosm e­
tics  A ct and rules 
for the G overn­
m ent Analyst to 
g ive his opinion re- 
g a r d i n g  t h e  
la b e l l in g  o f drugs 
and declare  them  
to  be m isbranded 
whenever necessary.

a b r ie f m anner w ith ou t the  p r inc ip le  p lace  o f  business 
and the  m ost im p o rta n t p a rtic u la rs  th a t should be insisted 
upon are the  ne t con ten ts  and the  b a tch  num ber.

R egard ing  the  d isp lay o f  the  m anu fa c tu r in g  licence  num ber 
on the  labe l, the  C ha irm an  said th a t the  represen ta tion  m ade 
by m anu fac tu re rs  o f  cosm etics  th a t cosm etics  being sophis­
t ic a te d  products  the ir  ae s th e tic  value w ill be considerably  
a ffe c te d  i f  th e ir  labels are c lu tte re d  up w ith  far too many 
de ta ils , seemed to  have w e igh t. He suggested th a t in the  in i­
t ia l stages, the  en fo rcem en t au th o r itie s  need not be neticu- 
lous about cosm etics  show ing the  m anu fa c tu r in g  licence  
num ber. The C e n tra l D rug C o n tro l O rgan isa tion  w ill be 
g lad  to  com p ile  and A ll- Ind ia  lis t o f licenced  cosm etics  
m anu fa c tu re r  i f  the  S ta te  G overnm ent w ould supply requ is ite  
d a ta . This c o m p ila t io n  could  be c ircu la te d  for gu idance  to the  
S ta te  Drug C o n tro l au th o r itie s  and to the A ssocia tions 
connected  w ith  the drug trade .

The C h a irm an  s ta ted  th a t the  form s in w hich the a n a ly tic a l 
reports are to  be issued do not provide for any observations 
to be m ade by the  A na lyst on m a tte rs  o ther than  the  s tan ­
dards. H ow ever there  could  be instances where because o f 
d iff ic ie n c ie s  in labe lling  or om ission  o f  im p o rtan t de ta ils  the 
A na lyst m ig h t be in c lined  to suspect the  bonafides  o f  the 
drug. In such cases the A na lysts  observations on aspects 
o ther than  the  standards o f the  drug w ould be he lp fu l 
to the en fo rcem en t au th o r itie s . A fte r  discussions, the  m e m ­
bers were o f  the view th a t the  report should con ta in  only 
the observations o f  the  A na lyst on Ihe standards o f  the 
drug and th a t any extraneous observations w hich the A na lyst 
m igh t w ish to  m ake could be done in separate  covering  le tte r . 
It was how ever, agreed th a t the  question  should be discussed 
at the A na lysts 's  C on fe rence  w hich was scheduled to be 
held on the  fo llow ing  day.

Drug M anau fac tu re rs ' has also been 
changed to read as "The A ll Ind ia  L is t 
o f  L icensed D rug and C o sm e tic  M anu­
fac turers ' in w hich  the  pa r t icu la rs  
o f the drug m anu fa c tu re rs  and the  
C o sm e tic  m anu fa c tu re rs  are shown 
separate ly .

The question  was cons idered  a t the  
A nalysts C on fe rence  held a t C a lc u t ta  
on 18th M arch , 1967. The fo llow ing  
m inu tes  o f  the  C on fe ren ce  in th is  re ­
gard were co m m u n ic a te d  to  a ll the  
m em bers o f the  Drugs C o n su lta t iv e  
C o m m it te e  vide th is  D ire c to ra te  
le tte r  No.53-20/67-D, da ted  9.10.1967.

The question  w hether A na lysts  should 
dec lare  sam ples o f  drugs "m isb randed " 
on the ground tha t the  labe lling  re ­
qu irem en ts  o f  the Drugs & C osm e tics  
A c t are not com p lied  w ith  was ra ised 
by the C h a irm an  who s ta ted  th a t  the  
Drugs C o n su lta t iv e  C o m m it te e  w hich 
m et on the 16-17 M arch , 1967 was
unanimousJy o f  the  view  th a t  the  
Analyst should c o m m e n t in the re p o r t
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only on the  q ua lity  o f  the  drug and 
th a t  in case he w an ted  to bring  to  the  
n o tice  o f  the Drug C o n tro l a u th o r i­
ties  the  fac t th a t the  labe lling  
requ irem en ts  had not been com p lied  
w ith , i t  cou ld  be done in a separate  
fo rw ard ing  le tte r . The S ta te  D rug 
C o n tro l a u th o r itie s  fe lt  th a t  a report 
s ta tin g  th a t  the  drug is o f  s tandard  
q u a lity  bu t is m isbranded a ll the  sam e 
b e c a u se  o f  lab e lling  de fic ienc ie s  
w ould pu t the  au th o r itie s  in an 
em barrass ing  s itu a tio n .

The D irc to r , C e n tra l Drugs L abo ra ­
tory  and the  G overnm ent A na lyst 
from  B ihar were o f  the  view  th a t 
in fo rm a tio n  regard ing non-com pliance  
w ith  the  labe lling  provisions cou ld  be 
usefu l to  D rug C on tro l au th o r itie s . 
A fte r  d iscussion, it  was agreed th a t 
the  A na ly s t's  report should con fine  
its e lf  to  the  q u a lity  aspect o f  the  
drug and th a t any in fo rm a tio n  regard ­
ing non-com pliance  w ith  the  labe lling  
provis ions m ay be forw arded  to  the 
respective . D rug C on tro l au th o r ite s  
in  a separa te  forw ard ing  no te ."

D r. D . Ghosh, D ire c to r , C e n tra l 
Drugs L abo ra to ry , C a lc u t ta  has since 
in fo rm ed  th is  D ire c to ra te  th a t  the 
decis ion  taken  a t the  A na lysts  C o n ­
ference  is no t adequate  to cover 
the  view  po in t o f  the  D rug C o n tro l 
a u th o r ity , D e lh i who ra ised question  
a t the  m ee ting . In view  o f  the  

observations o f  D r. Ghosh and c e rta in  
com m en ts  s ince rece ived  from  o ther
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A g e n d a  I t e m  - 17

A m endm ent o f item  
10(ii) o f  Schedule K 
o f  the Drugs and 
C o s m e t ic s  A c t ,  
1945 so as to  ex­
clude the scope for 
exem ption o f  Glu- 
c o s e - D  f r o m  
the  provisions o f  
the  Drugs and Cos­
m etics  Rules.

The question  was raised th a t  Sugar o f  M ilk  w hich is largely  
used in H om oeopathy  canno t be con tro lle d  in regard to 
q u a lity  in view  o f  the spec ific  exem ption  provided for 
it  in en try  num ber 10 o f  Schedule  K . S im ila r ly  the  question  
also arose w hether G lucose  or Dextrose w hich  is m arke ted  
w ith ou t m ak ing  any th e rap eu tic  c la im s  w ould fa ll w ith in  
the  purv iew  o f  the  Drugs and C osm e tics  A c t . The C ha irm an  

•stated  th a t  G lucose  when m arke ted  as 'M ed ic in a l G lucose ' 
con ta in ing  th e rap eu tic  c la im s  m ade on the  labe ls should 
be con tro lle d  under the  provisions o f  the  Drugs and C osm e­
tics  A c t. On the  o ther hand, i f  g lucose lac tose  e tc . are 
m arke ted  in a m anner as not to  g ive  an in d ic a tio n  th a t they 
could  be used as drugs, they need no t be brought under the 
regu la tions  o f  the  Drugs A c t. The sam e pos ition  would 
hold good in respect o f  p repara tions  o f  p ro te in  hydro lysate  
w ith  or w ith o u t v itam in s  where no c la im s  are m ade as 
to  its  th e rap eu tic  e ff ic a c y  or where no in d ica tion s  are 
g iven w hich m ay lead to  its  use as a drug.

A g e n d a  I t e m  - 20

The question whe­
ther the  requ ire ­
m ent o f R u le  65(6) 
(7) o f the  Drugs & 
C o s m e t ic s  R u les 
could be insisted 
u p o n  i n  t h e  
event o f  a dealer 
surrendering a l i ­
cence.

Shri R angnekar re ferred  to  c e rta in  firm s in his S ta te  w hich 
had secured va lid  sale licences under the  Drugs A c t a fte r  
com p ly ing  w ith  a ll the  requ is ite  cond itions  and th a t a fte r  
tran sac ting  sales for a short period  had vo lun ta r ily  surren­
dered the  licences. Subsequently , it  transp ired  th a t  during 
the  period- when the  firm s carr ied  on sales a c t iv ity  some 
con traven tions  o f  the  Drugs R u les had been c o m m itte d . 
In order to  in ves tig a te  the  m a tte r  the  S ta te  D rug C on tro l 
A d m in is tra t io n  needed the  records m a in ta in e d  by the firm s 
the  persons connected  w ith  the  firm s have however taken 

cover under the p lea  th a t  since they d id  not hold any sale 
licence  a t  present, they were no t bound to  p roduce  the  
record m a in ta ined  when they opera ted  against the sale

A na lysts  in th is  D ire c to ra te , the  ques- 
w ill be fu rthe r d iscussed a t th e  nex t 
m ee ting  o f  the  D rugs C o n su lta t iv e  
C o m m itte e .

In view  o f  the  c e r ta in  co m m e n ts  
since rece ived  in  th is  D ire c to ra te  
the  Q uestions  w ill be d iscussed a t 
the  next m ee ting  o f  the  D rug  

C onsu la tiv e  C o m m it te e .

The m a tte r  was re fe rred  to  the  M in is ­
try  o f  Law  for th e ir  v iews as to  w he ­
ther it  w ould  be in order to  ins is t 
upon the  p roduc tio n  o f  records a fte r  
c an ce lla tio n  o f  the  Sales lice nce  vo­
lu n ta r ily  surrendered  by the  licensee . 
The views o f  the  M in is try  o f  Law  are 
reproduced below  :-

1. Under ru le  65(6) o f  the  D rugs and 
C osm e tics  R u les , 1945 a d u ty  is cas t 
on " th e  l ic e n s e e "  to  p rod u ce  f o r  in ­
spection  by an In spec to r  on demand
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licence . Shri Rangnekar w ished to  know from  the C o m m itte e  
w hether it  would be in order for M aharash ta  D rug C on tro l 
A dm in is tra tio n  to insist upon the  production  o f  records 
a t this stage.

The question , it  was fe lt  by the C o m m itte e , required 
to  be exam ined by lega l experts, Shri R angnekar, a t the 
instance  o f  the  C ha irm an , agreed to supply particu la rs  
for further exam ina tion  by the C e n tra l G ove rnm en t.

NJ
NJ

a ll registers and records m a in ta ined  
under the R u les for the  purpose o f  
ascerta in ing  w hether the  provis ions o f  
the  A c t and Ru les thereunder have 
b e e n :observed. The Drugs and C osm e­
tics  A c t or the  Ru les m ade the re ­
under do not define  the word " licensee"

In the  absence o f  any specia l m ean ing  
g iven to  th a t word the  ord inary  
m ean ing  has to  be taken . The o rd inary  
m ean ing  w ould be a person who a t 
present holds a licence . S ince the 
persons concerned  here have surren­
dered the ir licence , they are no lon ­
ger licensees and no lia b ility  c o n te m ­
p la ted  under R u le  65(6) is cast on 
them .

. 2. It is true  th a t under R u le  65(7) 
the  registers and records m a in ta ined  
under these Rules have to be preser­
ved for tw o  years. But the  Ru les do 
not say th a t they have to  be preser­
ved even a fte r  the  licensee ceases 
to  hold the licence . The tw o  years are 
to  run from  the da te  o f  the  las t en try  
the re in . The tw o years period  m ay 
be covered when the licensee s t ill 
holds the licence . The expression "tw o  
years from  the  da te  o f  the  last 
en try  the re in " finds fu ll m ean ing  in 
the  period when the licensee  s till 
holds the  licence  and hence the re  is 

no im p lic a t io n  th a t  the  records m ust . 
be preserved even a fte r , the  licensee 
Ceases to  hold the  licence
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Agenda Item  - 21

C o n s id e r a t io n  o f 
the question w he­
th e r  D e o d o ra n ts  
and A ntipersp irants  
should be deemed 
to be cosm etics or 
'New Drugs'.

Agenda Item  - 24

C o n s id e r a t io n  o f 
the  am endm ent o f 
rules 65(3) to pro ­
vide for dispensing 
o f  drugs in acco r­
d ance  w ith  the  
p re sc r ip tio n .

The question was raised by Shri R angnekar w hether deodo­
rants and anti-persp irants w hich conta ined  a lum in ium  hydro- 
xych loride  w hich is a pow erfu l astr ingen t and a m ild  b ac te ­
r io s ta tic , could be considered as a drug, espec ia lly  as th a t 
ingred ien t a ffe c te d  the  func tion  o f  the  body by in te rfe r ing  
w ith  the func tion  o f  the  sw eat glands.

Som e m em bers were o f  the  view th a t ru ling  on this
sub ject by the  F .D .A . in W ashington were ava ilab le . The 
C ha irm an  s ta ted  th a t the question  had to be exam ined  care ­
fu lly  in the  lig h t o f  the  c la im s  m ade and in the  lig h t o f
the  decision taken  in the  F .D .A . W ashington. An exam ina tion  
o f the  issue w ould be done, i f  Shri R angnekar forw arded 
fu ll p a rticu lars .

It was expla ined  th a t  a su itab le  d ra ft  am endm ent to  rule
65 (3) was being considered in th is  connection .

3. Under the  c ircum s tances  an Ins­
pector can ask for p roduc tion  o f  re ­
gisters and records under ru le  65 (6) 
only during  the  t im e  th a t  the  licensee 
holds the licences.

In the  lig h t o f  w hat has been s ta ted  
above by the  M in is try  o f  L aw , 
no fu rthe r a c tio n  is requ ired  in th is  
regard.

The proposal was exam ined  in the  
lig h t o f  the  pa rticu la rs  forw arded by 
Shri R angnekar, D ire c to r Drugs C o n ­
tro l A d m in is tra t io n , M aharash tra . I t  
w as  d e c id e d  t h a t  p r e p a r a t io n s  
w hich are m arke ted  as 'D eodoran ts  
and A n tipe rsp iran ts ' c ream s m ay be 
considered as drugs under the  p rov i­
sions o f  the  Drugs <5c C o sm e tics  
A c t and the  rules the reunder. The de ­
c is ion  was conveyed to  the  m em bers 
vide th is  D ire c to ra te  le t te r  N o .53-26/ 
67-D da ted  16th D ecem ber, 1967.

The proposal to  am end  rules 65(3) was 
considered by the  Drugs T echn ica l 
Advisory Board a t its  m ee ting  he ld  on 
the 14th Ju ly , 1967 and it  agreed to  
it . In the  c ircum stances  the  M in is try  
o f  H ea lth  & F am ily  P lann ing  have 
been requested  to publish th e  fo l lo w ­
ing drafts  a m endm ent to  the  Drugs  
and C o s m e t ic s  R u le s  in the G a z e t t e
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for e lic it in g  com m ents  from  the  pub ­
lic  a fte r  consu lting  the  M in is try  
o f  Law
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A g e n d a  I t e m  - 25

The question w he­
ther products m ar­
keted as 'H a ir  Fix- 
tres' should be con ­
sidered as cosm etic .

The question was raised w hether 'H a ir  F ix ters ' w hich 
conta ined  gum  and co lour should be considered as a co sm e tic . 
In order to  ensure safe ty  and in order to  enab le  exporters 
to  ob ta in  a c e r t if ic a te  to  the  e ffe c t  th a t the  p repara tions  
are m anu fac tu red  under a licence  and th a t the ir  q ua lity  
was a ll r igh t, the C o m m itte e  fe lt  th a t 'H a ir  F ix ters ' should 
be considered as a cosm e tic  though unnecessary, res tr ic tio ns  
need not be imposed on them  under the  A c t, p a r t ic u la r ly  
i f  the  exporting a u tho ritie s  had no ob jec tion  to  accep ting  
them .

"In the  Drugs and C osm e tics  R u les in 
rule 65 a fte r  sub-rule (3) the  fo llow ­
ing new sub-rule shall be inserted

3-A No drug shall be supp lied  aga ins t 
dem and or p rescrip tion  w hich  is n o t 
o f  th e  sam e  na tu re , substance 
and q u a lity  and w hich is no t m arke ted  
by the  sam e m anu fa c tu re r as the  one 
dem anded or spec ified  in the  p rescri­
p tion .

The o ffice s  o f  the  C e n tra l Drugs C o n ­
tro l O rgan isa tion  a t the  ports have 
been requested th a t  export cons ign­
m ents o f  'H a ir  F ix te rs ' m ay be dea lt 
in the  lig h t o f  the  dec is ion  taken  
by the C o m m itte e .

A g e n d a  I t e m  - 26

S u g g e s t io n  t h a t  
w he re  a d e a le r  
changes his p lace 
o f  business, the 
c u r r e n t  l ic e n c e  
should be deemed 
to  be va lid  for a 
m ax im um  period o f 
three m onths from  
the date  on w hich

The sub ject arising out o f  the  discussions a t the  Tenth 
Drugs Conference  held in C a lc u t ta  on 14th & 15th o f  M arch, 
1967 where then considered.

The C ha irm an  re ferred  to  the  represen ta tion  m ade by 
the  dealers a t the  Drugs C on ference  th a t when a dealer 
sh ifted  to a new prem ises the  sam e licence  th a t  was va lid  
for the  old prem ises should a u to m a tic a lly  be deem ed to 

be va lid  for a period o f  three  m onths to  ensure th a t  there  
is no d isrup tion  o f  business and desired to  know the views 
o f  the  co m m itte e  on th is  respect.

The decis ion taken  a t the  m eeting , o f  
the  Drugs C o n su lta t iv e  C o m m itte e  
has been conveyed to  the  m em bers 
o f  the  Drugs con fe rence .
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the  change takes 
p lace , unless in the  
m e a n t i m e  a 
fresh licence  has 
been taken  from  
the  licensing au tho ­
r ity  in respect o f 
the  new place o f  
business.

A g e n d a  I t e m  - 27

R ecogn itio n  o f  phar­
m acopoeias for the 
purpose o f s tan ­
dards for drugs.

A fte r  discussion the  C o m m itte e  fe lt th a t sh iftin g  o f  prem ises 
canno t be done overn igh t and since licensing  o f  sale prem ises 
w ill have to  be done only a fte r  ensuring th a t the  prem ises 
are adequate  and are equ ipped w ith  the requ is ite  storage 
cond itions  it  would not be adv isab le  to  g ran t any such 
concession as asked for by the dealers. Any such concession 
was like ly  to  be m isused and it  w ould  be ex trem e ly  d if f ic u lt  
to  take  a c tio n  aga inst any con traven tions  under the  Drugs 
Ru les on the  pa rt o f  the  dea ler during  the  three m onth  
period .

The question  as to  w hat should be the s ta tus o f  a drug 
w hich is no t covered by the  la te s t ed itio n  o f  the  I.P . but
w hich is inc luded  in the  earlie r ed itio n  o f  the  same phar­
m acopoe ia  was discussed.

It was agreed th a t the standards for the  drug as given
in the  la te s t ed ition  in w hich the item  is tnc luded  should
be accep ted . The same pos ition  w ould hold good for drugs 
covered by the  e arlie r ed itions  o f  o ther pharm acopoe ias .

A d ra ft am endm en t to  en try  5 o f  the  
Second Schedule  to  the  Drugs A c t 
accord ing  re cogn itio n  to the  e d it io n  
o f the  Ind ian  P ha rm acopoe ia  for the  
tim e  being in the  case o f  drugs in c lu ­
ded the re in  and to  the  e d it io n  o f  L .P . 
im m e d ia te ly  preceed ing  the  one for 
the tim e  being in the  case o f  drugs 
inc lud ing  the re in  bu t no t in the  la te s t 
ed itio n  and s im ila r ly  in the  case o f  
drugs not inc luded  in the  I.P . the  e d i­
tio n  o f  such pharm acopoe ia  for 
the  t im e  being and the  one im m e d ia ­
te ly  preceed ing  it ,  is under e x am in a ­
tion  o f  the  M in is try  o f  H ea lth  
& F am ily  P lann ing  in consu lta tio n  
w ith  the  M in is try  o f  L aw .

D e fin it io n  o f  the  
term  'C om pond ing ' 
and  'D is p e n s in g '.

The C h a irm an  s ta ted  th a t suggestions were m ade a t the 
Tenth Drugs C on ference  to  the  e ffe c t  th a t the term s 'c o m ­
pounding and dispensing' should be defined  and th a t the 
question  w hether experience o f  sale across the counter 
could  be deem ed to be adequate  to  consider a person as 

'q u a lif ie d  person' under the  Drugs Ru les should also be 
exam ined . It was agreed th a t  these tw o m a tte rs  should
be exam ined  by the  Sub-C om m ittee  cons titu ted  under 
ite m  num ber ten o f  the  Agenda.

The m a tte r  has been re fe rred  to  the 
S ub- C om m ittee  o f  the  Drugs C onsu l­
ta t iv e  C o m m it te e  for e x am ina tio n . 
The m inu tes  o f  the  S ub- C om m ittee  
held on the  20th S ep tem ber a t Baroda 
w ill be p laced  a t tne  next m ee ting  o f

the  Drugs C o n su lta t iv e  C o m m itte e .
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Q uestion  regarding 
dec lara tion  o f sam ­
p les o f Cho lera  
Vaccine not o f stan- 
dated qua lity  by 
the G ov t. Analyst 
in West Bengal.

D r. Sarkar s ta ted  th a t certa in  sam ples o f  cho le ra  vacc ine  
m au fac tu red  in West Bengal had been dec lared  not o f  s tandard  
qua lity  by the G ov t, ana lyst on the ground th a t the  vacc ine  
did not con ta in  8,000 m icro-organism s per m l. As these 
organism s undergo lysis a fte r  m anu fa c tu re  th is  tes t in 
his op in ion would not be a correc t in d ic a tio n  o f  the  potency 
o f  the vacc ine . The C ha irm an  s ta ted  th a t  the  B io log ica l 
P roducts Sub-C om m ittee  o f  the  Ind ian  P harm acopoe ia  
w ill be exam in ing  th is  aspect.

The m a tte r  has been re ferred  to  
the  B io log ica l P roducts  S ub- C om m it­
tee  o f  the  Ind ian  P harm acopoe ia  
for exam ina tio n .

NO
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G ran t o f I.T .C . L i­
censes for Raw  
M ate ria l - d if f ic u l­
ties raised.

A m e n d m e n t  o f  
R u le  49 o f the 
Drugs Rules.

Shri N air said th a t I.T .C . L icences for raw m a te r ia l are 
not being granted  to the  firm s in his S ta te  on the basis 
o f  his recom m endation  and th a t he had been experienc ing  
d iff ic u lt ie s  in se ttling  such m a tte rs  w ith  the  au th o r itie s  
concerned . The C h a irm an  sta ted  th a t  he w ould  look in to  
the  question i f  fu ll pa rticu la rs  were supplied .

Shri R am ana  Rao desired th a t the  Drugs inspectors fu nc tio n ­
ing in the S tates for inspections o f  Schedules C and C ( l)  
drugs from the tim e  the Drugs Ru les cam e  in to  force should 
be pro tected  and th a t Rules 49 o f  the  Drugs Ru les should 
be su itab ly  am ended for th is  purpose. It was expla ined  
to him  tha t the case had been under d iscussion w ith  the lega l 
departm en t and th a t it  looked as though an am endm en t 
o f  R u le  49 was inescapab le . Shri P a te l m en tioned  in th is  
connection  th a t the  provisions o f  the  p reven tion  o f  Food 
A du ltra tio n  Rules w hich are a lm os t s im ila r  to  the  Drugs 
R u les have been recen tly  am ended so as to  ensure the  
con tinuance  o f  Inspectors who were appo in ted  in a prov is iona l 
c apac ity  in the in it ia l stages o f  the  e n fo rcem en t o f  the  
A c t. He prom ised to  send p a rticu la rs  so th a t  the  am endm ent 
o f R u le  49 could be considered.

The S ta te  = Drugs C o n tro l au th o r itie s , 
K e r a la  have  been requested to  
furn ish the  fu ll p a r t ic u la rs  to  th is  
D ire c to ra te  for fu rthe r a c t io n . The 
p a rticu la rs  are aw a ited .

The fo llow ing  am endm en t has been 
re ferred  by the M in isty  o f  H ea lth  <5c 
F .P . to  the  Drugs T echn ica l Advisory 
Board for its  cons ide ra tion .

"In  the  Drugs and C osm e tics  R u les , 
1945 for the  firs t and second provisos 
to  ru le  49, the  fo llow ing  shall be 
subs titu ted , nam e ly  :-

'P r o v id e d  t h a t  In s p e c to r s  w ith  
th re e  y e a rs ' experience  in the  
m anu fa c tu re  and tes ting  o f  drugs spe­
c ifie d  in Schedule  C  or Inspectors 
whose tra in ing  and experience  are  re ­
garded by the  appo in ting  a u th o r ity  
as a ffo rd in g , sub ject to  such fu rthe r 
tra in in g , i f  any, as m ay be necessary, 
a reasonab le  guaran tee  o f  adequate  
k n o w le d g e  and  c o m p e te n c e  to



(1)

/

NJ
-P*

(2 ) (3 )

inspect the  m anu fa c tu re  o f  item s  
m en tioned  in Schedu le  C  m ay be 
appo in ted  to  inspect the  m anu fa c tu re  
o f  item s m en tioned  in Schedu le  C " .

************



ANNEXURE II

Item No.30 of the 12th D.C.C. Meeting

"Principles for institution of Prosecution under Drugs Act"

Institution of Prosecution :

The weapon of prosecution should be used sparingly and judiciously.

As a prudent measure, prosecution should be launched where administrative 

measures have failed to have desired effects. Minor contraventions which are either 

due to ignorance of are unintentional, should not be recommended for prosecutions.

The persistent defaulter should be prosecuted but trivial ommissions should 

not form the basis of prosecutions. For guidance of officers a broad classification 

of cases in which prosecutions should be launched and _n cases where they should 

not be launched is given below :

Prosecutions should be launched in cases :

(1) Where spurious or misbranded drug is manufactured, sold or stocked

or exhibited for sale or is distributed.

(2) Where drugs are manufactured without a valid licence and where such

manufacture is not due to ignorance of law.

(3) Where a drug manufactured, sold, stocked or exhibited for sale or distri­

buted does not, on test and analysis carried out by the Government Analyst, give 

even qualitative tests for the presence of active therapeutic ingredient, or the 

active ingredient is practically absent.

(4) Where a parenteral preparation is reported by the Government Analyst

to be non-sterile, pyrogenic and toxic and which, on enquiry, is found to be sub-stan­

dard due to total absence of any quality control in the manufacturing premises 

and where previous warning has been issued.

(5) Where a person is found stocking or exhibiting for sale, selling or distribu­

ting drugs without a valid licence provided such person is sufficiently warned in 

writing for committing the same offence.

(6) Where a licensee, who has ben previously and sufficiently warned for

contravention of conditions of licence or any Rule or whose licence has been suspen­

ded or cancelled for violating conditions of licence or committing breach of the
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Rule, is found again continuing or committing the said violation. For example selling 

Schedule 'H' and 'L' drugs without precription and in absence of qualified person, 

inspite of several warnings.

(7) Where a licensee is being prosecuted or is involved in manufacture, 

sale, distribution, etc. of spurious durgs, and his registers and records are not found 

complying with provisions of Drugs Rules 1945 or conditions of licence, and when 

such discripancies are likely to prove the conduct of the licensee and thereby help 

the main case of spurious drugs.

(8) Where the Police or other departments of the Government have carried 

out searches under Acts enforced by them, and where they have referred cases 

to this Directorate for taking action for contraventions of provisions of the Drugs 

Act, 1940, and Rules thereunder suspended or detected by them during their course 

of enquiry.

Provided the case papers forwarded by police or such other departments 

show a prima facie case under the Drugs Act, 1940.

Prosecutions are not ordinarily warranted in the following cases :

(i) Where the sample reported by the Government Analyst is not of standard

quality because thermolabile active ingredients are below the prescribed limit or 

where the deficiency in the active ingredients is due to improper storage and not 

due to any fault of the manufacturer, and where the control sample of the same 

batch preserved by the manufacturer is of the standard quality.

(ii) Where the manufacturer, or a dealer, situated outside the State, has

sold, distributed a drug not of standard quality and which is not counterfiet. In 

such case full facts should 3e communicated to the Director, so as to enable him 

to take up the matter with authorities of the State in whose jurisdiction the said 

manufacturer or dealer is located.

(iii) Where a licensee is found contravening provisions of Section 18 (a) (iii)

and 18 (a) (iv) or 18 (a) (v) of the Drugs Act, 1940 and such contraventions, an

enquiry, are found to be unintentional and due to inadvertant ommissions. For 

example, an Ayurvedic or Unani Medicine which also falls within the meaning of 

word 'Drug' is stocked or exhibited for sale or sold or distributed.
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(iv) Where foreign matter is found in a product. For example, glass piece 

or piece of rubber in an Antibiotic vial or some such matter in liquid oral prepa­

rations.

While investigating cases under the Drugs Act if contraventions or offences 

under other Act, like Prohibition Act, Poisons Act, etc. are disclosed then such 

offences should be reported to authorities concerned. For example Superintendent 

of prohibition and Excise for Prohibition Act, Drugs (Control) Act, etc.

In complicated cases, or where it is felt necessary to deviate from the broad 

principles referred above, the Director, Drugs Control Administration should be 

informed in detail about full facts of the case together with the officers' remarks 

and opinion of the Police or Public Prosecutor as the case may be, the Director's 

order for Prosecution must be obtained in every case".
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No. DC A/G MP/13^93-13527/ of 68

Directorate of Drugs Control 

Administration, Maharashtra State,

127, Mahatma Gandhi Road, Fort,

Bombay - 1. 11th September, 1968.

To

All Manufacturers of Petroleum Jelly,

of Pharmacopoeial quality in the State.

Subject : - Standards for oils to be used in the manufacture 

of Petroleum Jelly White and Yellow of 

Pharmacopoeial quality.

Dear Sirs,

Our recent visits to the units manufacturing Petroleum Jelly in the State, 

have revealed that there is no proper control over the oils that are being used 

in the manufacture of Petroleum Jelly. It was observed that oils which are generally 

marketed as spindle oils, transformer oils, pale oils, etc. are used in the manufacture 

of Yellow Petroleum Jelly. As far as manufacture of White Petroleum Jelly is 

concerned, it was. found that the mere creteria on which any oil was used was 

its colour and if sufficiently colourless material was available, no other specifications 

were insisted upon. The visits also revealed that addition of Microcrystalline Wax 

varies from 6% to 20% and that there is no uniformity.

You are aware that Petroleum Jelly manufactured in this country is not 

manufactured by the fractional distillation of crude oils but is manufactured by 

merely blending oils with certain proportion of waxes. The pharmacopoeial specifi­

cations in I.P., B.P. or U.S.P. are therefore, based on the hypothesis that Petroleum 

Jelly is manufactured by the fractional distillation process. These standards evidently 

cannot, therefore be taken to be as sufficient guarantee that a Petroleum Jelly 

manufactured by the blending process would be really of a good quality. No standards 

have so far been established for Petroleum Jelly manufactured by the blending 

process. It is necessary therefore that quality control is exercised in using raw 

materials of proper quality and in proper proportions. You will appreciate that these 

two factors will have a vital bearing on the quality of the finished product. With 

a view therefore that the Petroleum Jelly manufactured in the State is of gooc

Standards for Petroleum Jelly ANNEXURE III

Item No.34 (9) of 12th D.C.C. Meeting
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quality, this Directorate after consultation with experts in the field feels that 

good qu'ality of Petroleum Jelly is likely to be obtained if manufacturers use oil 

of the following specifications and adopt the suggestions given below :

Specification for White Oils to be used in the Manufacturer of White Petroleum 

Jelly I.P.

The oil shall be a mixture of liquid hydrocarbons obtained from Petroleum.

Description : A transparent, colourless, oily liquid, free from fluorescence by day­

light almost odourless when cold; tasteless.

Solubility : Practically insoluble water, and in alcohol; soluble in chloroform, and 

in solvent ether; miscible with fixed and volatile oils.

* Weight per ml : At 20, 0.830 to 0.873 g (page 917)

Kinematic Viscosity : At 37.8 not greater than 30 centistokes (Page 919)

Sulphur Compounds : Mix 4 ml. with 2ml of ethyl alcohol and 2 drops of a clear,

saturated solution of lead monoxide in solution of Sodium Hydroxide, and heat at

70 for ten minutes with frequent shaking; the mixture remains colourless.

(* Pages refer to pages of Indian Pharmacopoeia, 1966)

Specification for oils to be used in the manufacture of Yellow Petroleum Jelly

The oil having the following specification shall be used only in the manufacture 

of Yellow Petroleum Jelly :

Colour 1 Max.

(Light Colour preferred) 

Sp. Gravity @ 60° F. 

SUS @ 100°

SUS @ 210° F

USR

POUR

COC FLASH 400 MIN.

330 Min.

97 MIN.

30 MAX

60 AUR
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Microcrystallin Wax : Manufacturers may continue to use Microcrystallin Wax which 

is available from the oil companies, The Percentage of Microcrystallin Wax, however, 

in White or Yellow Petroleum Jelly must not be less than 10%.

Batch Size : Batch size should be commensurate with the capacity of the vessel 

used and each such batch must be tested for quality, purity and strength.

1 am sure, manufacturers in the State would cooperate with the Administration 

in ensuring to the consumer products which are really of good quality purity and 

strength. Action taken in the matter may please be communicated to this Directorate.

Please note that if you are found using oils of any inferior grade or deviating 

from the above instructions this Directorate would be constrained to take stern 

action in the matter.

Yours faithfully,

Sd /- 

Director 

Drugs Control Administration

ARO/loQ ... No.DCA/GMP/13528-13597 of 68
Bombay - 1 11th Sept. 1968

1. Copy forwarded to All Associations of manufacturers in the State of 

Maharashtra.

2. Copy forwarded to All Officers of Drugs Control Administration for information 

and guidance. When officers visit manufacturers of Petroleum Jelly, they 
should keep an eye on the quality of oils that are used.

Sd/-
Director 

Drugs Control Administration.
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No.MFG/GMP/15906-93/ of 68 

Directorate of Drugs Control 

Administration, Maharashtra State,
127, Mahatma Gandhi Road, Fort, 
Bombay - I

14th October, 196S

To

All Manufacturers of Petroleum Jelly

of Pharmacopoeial quality in the State.

Subject: Standards for oils to be used in the manufacture of Petroleum 

Jelly White and Yellow of Pharmacopoeial quality.

Sirs,

Reference this Directorate Circular Letter No.DCA/GMP/13493-13527, 

dated 11th September, 1968.

Querries have been received by this Directorate seeking clarification on 

certain points in the circular Similarly some typographical errors have crept in 

the circular already issued. With a view, therefore, to correct these errors, and 

with a view to clarify various points raised by manufacturers, this circular is 

being issued.

The following corrections may be made in the circlar already issued.

On page 2, under the heading Kinematic viscosity read as "at 37.8° not 

less than 30 centistokes" instead of "37.8° not greater thatn 30 centistokes". Under 

the heading SUS (3 210° F the specifications should be read as '60 AVR' instead 

of '60 AUR'.

Certain manufacturers have asked for clarification regarding the various 

short forms used and regarding standards. The following clarification is given:

The letter 'SUS' stand for Seybolts Universal Seconds' the letter 'USR' 

stand for Unsulphonated Residue'. The letter 'COC' stand for Cleveland open 

cup' method, 'MIN' and 'MAX' stand respectively for minimum and maximum 

and the short form 'AVR' stands for 'Average'.
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A question has been raised as to whether equivalent 151 specifications 

are available. It may be stated here that the specifications given in the Circular 

already issued are according to ASTM standards and the equivalent ISI specifications 

wherever available are given below :

Test - IS specifications.

Colour - IS 1448 P.12, 1967

Viscosity - IS 1448 P.25

Pour - IS 1448 P.10

COC Flash - IS 1448 P.21 (closed cup method)

While issuing the earlier circular it was not considered necessary to give

specifications for the microcrystalline wax used in the manufacture of Petroleum

Jelly, it is however, now felt that the same should also be given for guidance

of manufacturers. These are as follows

Melting Pt. Penetration Viscosity
Min. at 77° Seybolt

Grade ASTM (ASTM Colour Universal
D127-49 D 1321-54T) @ 210°C.

White Min.l60°F 20/35 White Opaque 80/90

Light

Yellow Min. 160°F 20/35 2 Maximum 80/90

It is hoped that these standards would enable manufacturers to use proper 

quality of microcrystalline wax. Manufacturers are also informed that White oil 

required for manufacture of White Petroleum Jelly is being manufactured by 

M/s Fastem Petroleum Private Ltd., Bombay and manufacturers may therefore 
approach the said firm for their requirements of White Oil.

Yours faithfully,

Sd/-
Director

Drugs Control Administration

ARQ/1210
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NOTE ON PETROLEUM JELLY

We had recently inspected the following firms manufacturing Petroleum 

3elly of pharmacopoeial quality, in view of the complaints received regarding 

the quality of Petroleum Jelly, from Drugs Controller (India) as well as from some 

of the manufacturers. The object of this visit was to find out the exact manufactur­

ing conditions existing in these manufactories and to have first hand information 

as regards the nature and quality of the raw materials used by them in the manufac­

ture of Petroleum Jelly, and alsp to find out what quality control measures are 

exercised by these firms. The whole idea was to find out as to what steps could 

be taken to improve the quality of Petroleum Jelly manufactured and sold in 

the State. Dy. Drugs Controller (India) and Drugs Inspector, Shri Dolas, were asso­

ciated in this probe.

In all we visited the following firms :

1. M/s. Bharat Petroleum Products, 

Sainath Industrial Estate No.2 

Shed No.10, Off Aarrey Road 

Goregaon (East),

Bombay - 62.

2. M/s. Kela Co (India) Pvt. Ltd. 

Wagle Industrual Estate 

Thana.

3. M/s. Lyka Laboratories,
47 Quarry Road 

Malad (East)
Bombay - 64

4. M/s. Savitha Chemicals Pvt. Ltd., 

34-A Kurla - Andheri Road 
Bombay - 59

5. M/s. Trichem Laboratories 
14 Katrak Road 

Lalwani Industrial Estate 
Block 11, 2nd Floor, Wadala 
Bombay -31.
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6. M/s. Nymph Laboratories 

Tuisi Pipe Road

Opp. Phoenix Mills 
Bombay - 13

7. M/s. Punkaj Petroleum and Chemical Industries,
Aghadi Estate, Marol Village

Maroshi Road, Bombay - 59

8. B. Tex Ointment Manufacturing Co.,
Kandivli Industrial Estate.

9. Franco Italian Co.,

Kandivli Industrial Estate, Bombay - 67

10. M/s. Kirti Kumar Chandulal and Co., Bhandup

All these firms are manufacturing Yellow Petroleum Jelly as well as White 

Petroleum Jelly. There is practically no quality control exercised over the manufac­
ture of Yellow Petroleum Jelly. The oils commonly used for manufacture of Yellow 
Petroleum Jelly are :

1. Indrex 10 4. Security 118

2. BOC 40 5. Security 44

3. Coray 40 6. Harmony 40 

(German Pale oil)

These oils, as we were given to understand, are spindle oils and are marketed 

by I.O.C., Burma Shell ESSO, and Caltex. It is not customory with the manufacturers 

to test these oils but they only go by the brands, purchase in bulk and use them 

in the manufacture of Yellow Petroleum Jelly. We examined all these oils and 

we found all of them had strong kerosenic odour and highly fluroscent. These 

oils are not subjected to any treatment before the are taken up for use in the 

manufacture of Petroleum Jelly.

Micro-Crystalline Wax (ML 445 Yellow and W 445 White)

This Wax is imported and is supplied through I.O.C. or brought under import 

licence. The common brand of the Micro Crystalline Wax that is used for the 

Petroleum Jelly are as follows

257



Grade

Melting Pt. 

Min.

ASTM 

D127-49)

Penetration
ASTM

D-1321-54T Colour

Viscosity 

Saybolt 

Universal 

0  210° C.

W 445 165° F 25/85 White 80/90

ML 445 165° F 25/35 Pale

Yellow 80/90

Brand Name Colour M. Pt. A S T M  o r

Stanvac Microwax Yellow 109-95

190Y

S/V Cerese Wax AAA Light Tan 170

S/V Product 2305 Light Yellow/ 

White 160

Stanvac Micro 

Wax 455W White 165

HARD PAR AFFINE WAX

This is the other ingredient which is used in the manufacture of Petroleum 

Jelly. This is supplied either by BOC or Indequip.

Our enquiries reveal that this does not pass the pharmacopoeial tests* 

These two firms have got monoply of supplies in respect of this raw material.

WHITE PETROLEUM JELLY :

For the manufacture of white petroleum jelly, the manufacturers have 

necessarily to use an oil which is colourless. The manufacturers of Petroleum 

Jelly treat the pale oils with acid and alkalies to make it colourless but no standards 

have been laid down by these manufacturers before these can be used in the manu­

facture of Petroleum Jelly.

The manufacturers are mainly interested in colourless oils and so long 

as they get such oils they do not bother about any other specifications. We found
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that even these oils though colourless were found to have some kerosine odour 

and some ftourescence.

METHOD OF MANUFACTURE

The method of manufacture differs from manufacturer to manufacturer 

in as much as some manufacturers are using jacketted vessels for heating oils 

with stirring arrangements, whereas some have direct heating arrangements with 

no stirring.

The process essentially consists in heating the oil to about 100°C and 

then adding. Micro Crystalline Wax and Hard Paraffin Wax in certain proportion. 

There is also no fixed proportion in which these waxes are added to the oil. Our 

enquiries have revealed that the same varies from 6% to 20%. There is no unifor­

mity in this regard. Hard Paraffin Wax is added so that the total percentage of 

Wax in particular batch comes to around 20 to 25%. We, however, found that

there is a tendency amongst the manufacturers to use less of Micro Crystalline 

Wax and compensate it by adition of hard paraffin wax since Micro Crystalline 

Wax is a costly item.

The mixture is then stirred for a period of 2 to 3 hours and allowed to 

cool. Samples from this lot are drawn and sent for test and analysis. It may be 

worthwhile here to mention the process of manufacture of petroleum jelly, In 

this country it essentially consists in blending of oils with Micro Crystalline Wax 

and other waxes, whereas in U.S. Petroleum Jelly is obtained after distillation 

of other fractions of the Crude Oil and material which is remaining at the bottom 

of the distilling stills is then subjected to various purification treatment and for 

removal of impurities and then marketed as of pharmacopoeial quality. According 

to certain experts the important property of the Petroleum Jelly is due to the 

proto substance that is present in the Petroleum Telly manufactured by this process. 

It has not been so far possible to isolate this substance. It is, therefore, implied 

by these authorities that the Petroleum Telly made by any other method as is 

being done in our country is not likely to have the same properties and quality 

as the one obtained from distillation process. There is a tendency in such a petro­

leum jelly to separate out because it is a sort of mixture that is found by blending 

of the oils and the waxes.
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QUALITY CONTROL

As stated above quality control is not properly exercised over the raw 

materials used in the manufacture of Petroleum Jelly. Even on the finished products, 

we observed that there is no uniformity in the matter of testing. In one case 

the manufacturer was marketting the production of one entire month as one batch 

so as to minimise the expenditure of testing. This practice more or less is being 

followed by other manufacturers though not to the extent as the one referred 

to above. We have advised all manufacturers to test each load of the oil taken 

in the tank for manufacture of Petroleum Jelly as one batch for purposes of test 

and analysis.

With a view to find out whether the products come upto the Pharmacopoeial 

specifications we drew informal samples of all Petroleum Jellies manufactured 

by all the manufacturers whose premises were inspected by us. We took samples 

both of Yellow Petroleum Jelly as well as White Petroleum Jelly, wherever avai­

lable. The same were sent for test and analysis to Government Analyst for testing 

it according to I.P and U.S.P. Specifications. The official results from the Govern­

ment Analyst have not been received yet but from unofficial reports that we 

have received, it is seen that all samples of Yellow Petroleum Jelly manufactured

by various manufacturers pass I.P. specifications except the one manufactured 

by M/s. Kela and Co., This product of this company failes in yellow colouring

matter test. As regards U.S.P. tests we have information that all the samples 

are passing the U.S.P. specifications but Government Analyst is not in a position 

to undertake "congealing temperature" and consistency test as he does not have 

necessary equipment for carrying out these tests. It will be seen from the above 

that a petroleum jelly manufactured by the licensed manufacturers does monoply 

with I.P. and U.S.P. specifications.

It may, however, be mentioned that this does not mean that the products 

manufactured by these manufacturers are really good, because the limits given 

in the I.P. as well as in B.P. are very broad and so long as the manufacturer 

uses a particular grade of oil, adds some quantities of waxes, it is bound to pass 

the pharmacopoeial specifications. It may also be mentioned here that the standards 

that have been laid down in I.P. and B.P. are based on the assumption that Petro­

leum Jelly that would be available would be from the distillation of crude oils
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and not from ^  blending of spindle oils and waxes. Essentially, therefore, these 

specifications cannot guarantee that the petroleum jellys are really of good quality. 

It may also be worthwhile here to mention that in the manufacture of Petroleum 

3elly by the distillation of crude oil method, the resultant product is yellow petro­

leum jelly and after bleaching this petroleum jelly, white petroleum jelly is obtained. 

It is therefore clear that yellow petroleum jelly is a sort of Crude Petroleum 

Jelly with certain colouring matters and other impurities. It may be worthwhile 

here to mention that U.S.P. XVII does not include yellow petroleum jelly and 

there is monograph only on white petroleum jelly. The point, here for consideration 

is, if in the country we are goint to manufacture petroleum jelly by the blending 

process then whether it is necessary to include yellow petroleum jelly in the pha­

rmacopoeia since this involves less control on quality of the oil that is used 

and it is definitely inferior product. Both these white and yellow petroleum jellies 

have to be manufactured separately and it is not that one results from the other. 

We have therefore a feeling that it would be necessary to examine whether yellow 

petroleum jelly should at all find a place in I.P.

The above would give a picture of the conditions existing in the state 

as far as manufacture of petroleum jelly is concerned. We had occasion to discuss 

various aspects of the manufacture and quality control of petroleum jelly with 

experts in this field. There was unanimity of opinion that unless we lay down 

certain specifications for oils that are used in the manufacture of Petroleum Jelly, 

it will be difficult to exercise any control over the finished product.

We then discussed as to what could be the minimum specifications for 

the o^s ^ at are presently being used in the manufacture of Petroleum Jellies.

It was generally agreed that for a good quality petroleum jelly the ideal pale 

oil would be one complying with the specifications laid down in the I.P. for "light 

liquid Paraffin". However, if light liquid Paraffin is used for the manufacture 

of Petroleum Jelly the cost of production-would be prohibitive. It was also pointed 

out that many of the mineral oils available are quite suitable for the manufacture 

of good petroleum jelly. While these oils conform to all the specifications laid 

down in the I.P. for light liquid Paraffin they do not pass the test for "Readily 

carbonizable substances". We feel that this particular test has no significance 

so far as the manufacture of Petroleum jelly is concerned. Since the price differen­

tial between such oils and light liquid paraffin is significant, we are of the. view
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that rather than insisting on the use of light liquid Paraffin. We may insist on

oils being used which conform to all the tests laid down for light liquid paraffin

except the test for "Readily corbonisable substances". As the prices of such oils 

are not very high the insistance of the use of these oils should not affect the 

prices of petroleum jelly. As regards Microcrystalline wax, we may insist on the 

manufacturers that the same should not be less than 10% in the batch of Petroleum 

jelly, we may not insist on the uniformity of  process of the manufacture and

leave the same to the individual manufacturer. We may also ask manufacturers

to conduct experiments to find out the grade of oil that they are able to get 

by using the spindle oil that they are going to use and then finally lay down the 

specifications.

PRICE :

Our enquiries reveal that the prices of Yellow Petroleum Jelly vary any­

where from Rs.1.75 per kilo to Rs.2.50 per kilo and that of White Petroleum Jelly

varies from Rs.2.75 to Rs.3.50.

YELLOW PETROLEUM JELLY

This is made out of crude spindle oil that is available in the market.

We have discussed this with some experts in the field and they have suggested

that we may insist that the oil having the. following specifications should only 

be used :

Col : 1 Max :

(Lightest colour preferred)

Sp. Gravity (9 60° F 0.850/0.900

SUS @ 100° F 330 Min.

SUS @ 210° F 60 AVR

USR 97 MIN

POUR 30 MAX

COC FLASH 400 MIN

The conditions regarding addition • of Micro Crystalline wax have remain 

the same.

In summary we have to say as follows :
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1. The question of deletion of Yellow Petroleum Jelly from I.P. should 

be considered.

2,, Drugs Controller (India) to issue directive to Drugs Controllers in 

other States laying down the minimum specifications of the oils and 

the percentage of Micro-Crystalline Wax to be used in the manufacture 

of Petroleum Jelly so long as the same is manufactured by the blending 

process.
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ANNEXURE - IV

Item 34 r 10 of 12th D.C.C. Meeting 

MINIMUM SUGGESTED REQUIREMENTS FOR MANUFACTURE OF OPHTHALMIC 

OINTMENTS.

i. Premises

1. The area of the Section should be adequate enough to provide for 

free moving space after taking into account the volume of production, area occupied 

by the equipment and the number of workers in the Section.

2. The flooring, walls and ceiling should be smooth and washable. The 

floor should be tiled. The walls should also be preferably tiled.

3. Two airlocks should be provided at the entrance to the Section (Three 

in case where a Manufacturer has no separate facilities for changing street clothes 

into factory uniforms for workers).

The first airlock should be used for changing factory uniforms, washing 

of hands and feet and for dipping hands and feet in antiseptic solution anc the 

second airlock should be used for putting on sterile overalls, masks and footwear. 

In the second airlock also antiseptic solution should be kept for washing hands 

again.

4. Pencillin ointments, must be manufactured in an area specially reserved 

for the purpose in the Section. Separate equipment and Air Conditioners should 

also be provided for Pencillin Ointment. This arrangement is considered necessary 

to minimise penicillin contamination.

Ointments other than Penicillin ointments must be manufactured in oiher 

area of the Ophthalmic Ointment Section and must not be manufactured in Penic.llin 

Section.

5. The Section should be provided with sufficient number of germicidal 

lamps of sufficient intensity which would be useful in maintaining sterile conditions 

in the Section.

H. EQUIPMENT

The following equipment is considered necessary for manufacture of 

Ophthalmic Ointments.
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K Micropulveriser

2. Bantam Mill - On passing through. Bantam, Mill through 0.13" HB sieve

and thereafter through 0.20" HP sieve particle size on an average 

is reduced to 15u maximum particle size is 75u.

3. Fitz Mill - Passing the material through No.000 size sieve, 10 to 

20 u is achievable. Oversize particle - 50 u.

4. Ball Mill - On ball milling certain materials for 48 to 72 hours particle 

size upto maximum 50 u an average of 5 to 10 u is achievable.

5. Balances.

6., Brushes mounted on motors for brushing the tubes to free them from 

metal particles.

7. Compressed air system for air cleaning of tubes.

8. Equipment for sterilisation of tubes.

9. Aluminium trays with air-tight lids for storing tubes.

10. Jacketted stainless steel tank with thermostatic control.

11. Stainless stell scoops.

12. Jacketted stainless steel tank fitted with Hobart type mixer.

13. Triple Roller Ointment Mill.

14. Adequate number of Stainless steel tanks for storage of ointment with 

a‘r-tight lids.

15. Equipment for filling an(j sealing tubes.

16. Autoclave for sterilising overalls etc.

111. TEST FOR METAL PARTICLES IN COLLAPSIBLE TUBES

It is recommended that the empty tubes should be tested for limit of 

metal particles as per method given in British Standards Institute Specification 

BS 4230-1967.

The Method essentially consists in expressing ointment from tubes and 

filtration of the contents of the samples of 50 clean tubes filled with eye ointment
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base and examination of the filter paper for metal particles. The metal particles 

content is assessed by giving each metal particle a score, as follows and adding 

the scores together.

Particles 1 mm and above 50

Particles 0.5 mm but less than 1 mm 10

Particles 0.2 mm but less than 0.5 mm 2

Particles less than 0.2 mm 0

If the total score is less than 100 points, the batch of tubes passes the test; if

the total score is more than 150 points the batch fails the test. If the total score

is between 100 and 150 points inclusive, the test is repeated on a further sample 

of 50 tubes and the batch passes the test if the sum of the total scores in the

two tests is less than 150 points.

IV. BASE STERILISATION

Separate area near the Ophthalmic Ointment Section is recommended 

to be provided for sterilisation of petroleum base. The base should be first melted, 

filtered and then sterilised at 150°C for not less than one hour. Some arrangement 

should be made for directly transfering the ste'ile base into the mixing tank or 

into previously sterilized containers. In case of non-baseline bases, suitable method 

of sterilisation should be adopted.

V. PREPARATION OF CONTAINERS

1. It is suggested that Empty tubes should first be cleaned by inserting 

the open end of the Tube on small vertical brushes mounted on motors. It is expec­

ted that this will help in removing and loosening of the foreign material adhering 

to the inside of the tubes. This has to be done carefully otherwise it may damage 

the ends.of the tubes.

2. Thereafter compressed air jet should be forced into the tubes from 

the open end of the tubes. It is expected that this will ensure removal if foreign 

matter and dirt already loosened in the first step.

3. Tubes should then be sterilised in aluminium trays provided with tight 

fitting lids and by adopting any one of the following techniques :
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It should, however, be understood that it is necessary to develop proper 

technique before any of these methods is adopted.

1. Treatment with specially denatured spirit followed by drying at 60°

to 70° for sufficient time (Steam or water heated over is suggested for this purpose;

but a manufacturer may use an electric oven for this purpose provided it is flame­

proof and explosion-proof.

2. Heating the tubes at 150°C for at least one hour.

3. Continuous exposure to U.V. Radiation for a period of not less than 

four hours in Aluminium trays.

4. Treatment with formaldehyde

5. Exposure to Ethlene Oxide.

6. Any other method approved by the Administration.

Sterilised tubes should be stored in closed aluminium trays and should 

preferably be taken up for filling on the same day but in all cases within 21 hours 

of sterilisation of tubes.

VI. BATCH SIZE

Batch size of the Ophthalmic Ointment should be commensurate with 

one day's continuous filling operation, with the same set of workers.

VII. MANUFACTURING PROCEDURE

1. The equipment used must be sterilised by swabbing with specially 

denatured spirit/or by flaming.

2. The medicament to be used in the manufacture of Ophthalmic Oint­

ments must be finely ground material which would give an average particle size 

of less than 50 microns in the finished product. No particle should however be 

more than 75 micron size.

If the material used is not of proper particle size, steps should be taken 

to ensure that the finished product will comply with the particle size requirements 

in the finished product.
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3. It is also desirable to pass the entire ointment mass through a triple 

roller mill for even distribution of medicament in the ointment.

k. The finished product should be stored in air tight stainless steel tanks 

until it is taken for filling.

5. Aseptic condition should be maintained during the process of manufac­

ture, storage and filling.

6. Fresh sterile ovealls should be used at the time of every entry into 

the filling section.

7. White soft paraffin IB/BP/USP is recommended for use in manufacture 

of Ophthalmic Ointments containing vaseline base.

S. Plate count of the section should be taken occasionally. If there seems 

to be an abnormal rise in the count, effective steps should be taken to subject 

the area to proper cleaning and disinfection operations before production of fresh 

batches is undertaken.

9. The Bactericidal lamps should be tested by a U.V. meter for measuring 

their efficiency. In case this is not possible a record should be maintained of 

the burning hours of the bactericidal lamps and the lamps should be replaced 

after their efficiency period as declared by the nanufacturer/supplier of the lamps, 

is over.

VIII. QUALITY CONTROL OF OPHTHALMIC OINTMENT REQUIREMENTS

1. Petroleum Jelly manufactured by licensed manufacturers only should

be used.

2. All the raw materials used in the manufacture of Ophthalmic Ointment

should be tested irrespective of the test report from the manufacturer.

3. Samples for test shold be drawn ir sucha manner as to represent 

the entire day's filling of the batch.

4. Particle sizes
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The average particle size in the medicament should not exceed 50 microns 

and no particle in the ointment should have size over 70 microns.

5. Finished product should be tested for potency, and net contents and

for other requirements prescribed by Indian Pharmacopoeia and by Drugs Control

Administration from time to time.

6. The finished product should be tested for absence of gross contamina­

tion as follows

Conduct of Gross Contamination Test

About 1 gm. of the material is dispensed on the agar surface and streaked 

in a zig-zag pattern with a sterilised rod. The plates are then incubated for k 

days at 25°C for stabouraud agar, and for 2 days at 33°C for Trypticase agar.

Interpretation

The sample passes the test if there are not more than 10 viable organisms/

gm. of sample used. The colonies should be typed for presence of gram negative

rods.

7. The finished product must be free from Pseudomonas auriginosa.
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